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II 
varia-
tions

Type II variations are changes to a MA that do not 
include line extension, but may have a significant 
effect on the quality, safety or efficacy of the 
medicinal product

IA varia-
tions

Type IA variations are changes to a MA that have 
minimal or no effect on the quality, safety or efficacy 
of the medicinal product

IB varia-
tions

Type IB variations are all changes to a MA that are 
not defined as a type IA variation, a type II variation 
or a line extension, and that cannot have any 
significant effect on the quality, safety or efficacy of 
the medicinal product

A/H1N1v A new human virus of mixed genetic origin, being a 
reassortment of swine, avian and human influenza 
viruses. This virus was identified in Mexico at the 
end of March 2009

ADVAC Advanced Course of Vaccinology

AI Avian Influenza

APB The coordinating federation of the Belgian 
professional associations of independent retail 
pharmacies

API Active Pharmaceutical Ingredient

ASMF Active Substance Master File - File concerning the 
active ingredient only. It consists of an “open part” 
and a “closed part”. The “open part” can be part of 
a MA application or a variation to a MA

BAPCOC Belgian Antibiotic Policy Coordinating Committee

BCFI-
CBIP

Belgian Centre for Pharmacotherapeutic Information, 
non-profit association

BCGH-
CBPH

Belgian Centre for Pharmacovigilance for medicines 
for human use, within the FAMHP

BE Bioequivalence

BELVET-
SAC

Belgian Veterinary Surveillance of Antimicrobial 
Consumption - Consortium that has established 
surveillance in order to register the national 
consumption of antibiotics with animals

BRAS Belgian Regulatory Affairs Society

BT Blue Tongue – Viral disease found mainly in sheep

CDR Centrales de Distribution Régionales (Congo) - 
Regional Distribution Centers

CMD Certificate for Medical Device

CODA-
CERVA

Veterinary Agrochemical Research Centre

COI Conflict of Interest

CORAP Co-rapporteur

CP Centralised Procedure for MA
E.g. CP II ANA – Analytical type II variation
 CP II CLIN – Clinical type II variation
 CP FUM – Follow-up Measures
 CP NEW – New authorisation
 CP RQ – Five-yearly renewal
 CP X – Line extension

CT Clinical Trial

CTA Clinical Trial Application

CU Compassionate Use – intended for medicines with 
no MA

DCP Decentralised Procedure for MA

DHPC Direct Healthcare Professional Communication - 
Correspondence sent to healthcare professionals 
by pharmaceutical companies to inform them of 
possible risks

DPM Direction de la pharmacie et du médicament 
(CONGO) - Directorate of Pharmacy and Medicines

DRC Democratic Republic of Congo

eHealth Secure platform for electronic data exchange within 
the Belgian healthcare sector

EDQM European Directorate for the Quality of Medicines & 
HealthCare – European bureau (Council of Europe) 
for the evaluation of the quality of medicines and 
healthcare

Eudralex Collection of documents with European regulations 
concerning medicines

EudraVi-
gilance

Central EMA database including reports of adverse 
reactions of human and veterinary medicines 
approved within the EU,with data provided by 
European medicines authorities and pharmaceutical 
companies

FAMHP Federal Agency for Medicines and Health Products 
- FAGG-AFMPS

FANC-
AFCN

Federal Agency for Nuclear Control

Farmaka A non-profit association whose mission is to 
contribute, by means of research and projects, to the 
rational use of medicines and medical devices and 
to place this knowledge at the service of healthcare 
professionals, consumers and the competent 
authorities

FAVV-
AFSCA

Federal Food Agency

FDA American Food and Drug Administration

Fedict Federal Public Service for Information and 
Communication Technology

FMD Foot-and-mouth disease – Viral disease in cattle

G10 Group of industrial countries that have signed an 
agreement to provide loans to each other, and in 
exceptional circumstances to other countries as well, 
if the resources available to the IMF (International  
Monetary Fund) are deemed insufficient

HGR-CSS Superior Health Council

HMM Homeopathic Manufacturing Methods

IABG International Association of Biomedical Geronthology

IMP Investigational Medicinal Product

KCE Belgian Health Care Knowledge Centre

MA Marketing Authorisation

Mdeon A non-profit association, the common professional 
ethics platform set up by doctors’, pharmacists’, 
veterinarians’ and nurses’ associations and the 
pharmaceutical and medical devices industry 
associations

MeSeA Medicines electronic Submission and electronic 
Approval

MFK A non-profit association founded in 1998 by APB 
with the purpose of validating magistral prescription 
(pharmacy made preparations)

MHRA Medicines and Healthcare Products Regulatory 
Agency – The British medicines authority

MRP Mutual Recognition Procedure for MA

NAT Nucleic Acid Amplification Test – Blood test

NCA National competent authority

NOE National detection unit of the Belgian federal food 
agency

NP National procedure for MA

OPHACO Belgian professional association of cooperative retail 
pharmacies

PIC(/s) Pharmaceutical Inspection Convention (PIC) and the 
Pharmaceutical Inspection Co-operation Scheme 
(PIC/S) – International cooperation scheme for 
pharmaceutical inspections

PK Pharmacokinetics

RAP Rapporteur

RASH Regulatory Affairs Society for Homeopathics

Referral Arbitration procedure for MA

RIZIV-
INAMI

National institute for sickness and invalidity 
insurance

RQ Five-yearly renewal

SPC Summary of Product Characteristics

STA Scientific-Technical Advice

TADAM Pilot project to study the controlled use of injectable 
heroin

TMF-FTM Therapeutic Magistral Formularium

TOPRA The Organisation for Professionals in Regulatory 
Affairs

Unmet 
Need - 
Unmet 
Medical 
Need

Faster access to reimbursement of molecules for 
which the authorisation procedure is ongoing in 
function of their therapeutic importance, opportunity 
of access to a reimbursement “outside indication”

VHP Voluntary Harmonisation Procedure – A process 
anticipating the actual application, which provides 
sponsors with a guarantee that their applications 
for multinational clinical trials will be evaluated 
together and in a harmonised way by the member 
states involved

WHO World Health Organisation

WIV-ISP Scientific Institute of Public Health

LIST OF A NUMBER OF DEFINITIONS AND ABBREVIATIONS



Your medicines and
health products 
are our concern!
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Dear Reader,

On 1 July 2010 Belgium took on the presidency of the Council of the 
European Union. An important responsibility that we accomplished 
successfully. For six months the Federal Agency for Medicines and 
Health Products ensured that progress was made in the field of 
medicines and health products.

In this preface of “The FAMHP moves beyond its Belgian borders. 
Annual Report 2010” I would like to stress the exceptional 
performance of the Agency during the Belgian presidency of the 
Council of the European Union. No less than twenty informal expert 
meetings were meticulously prepared and perfectly organised. 
Congratulations to the entire Agency for this! The Ministerial 
Conference “Innovation and Solidarity in Pharmaceuticals” was an 
equal hit, counting 250 attendees and generating active participation 
during the panel discussions.

This ministerial conference has been dear to me indeed. For the 
first time ever, the European authorities competent for granting 
marketing authorisations (MA) were assembled with the European 
authorities in charge of setting prices of medicines and their 
reimbursement. Our ambition was to determine the synergy 
between these fields of competence and thus increase access to 
medicines. Its conclusions were adopted unanimously and include 
an agreement on certain ideas to improve the unmet needs of 
patients. In regard with access to medicines in Europe, the steering 
committee already identified five projects to be finalised by the end 
of 2012. Examples are the facilitation of supply in small markets, the 
development of a mechanism of coordinated access to orphan drugs 
and the market access to biosimilar medicines.

I would also like to highlight the political first reading agreement of 
the directive for the prevention of counterfeit medicines. We were 
able to realise this agreement in close cooperation with the Ministry 
of Foreign Affairs.
I can assure you a satisfied minister responsible for the FAMHP 
wrote this preface.

My sincere thanks go out to all Agency staff. I would like to 
encourage them to continue their mission to protect Public Health 
with the same professionalism and energy.

I wish you a pleasant reading,

Laurette Onkelinx
Deputy Prime Minister and Minister for Social Affairs and Public Health,

in charge of Beliris and the Federal Cultural Institutions
Minister responsible for the FAMHP

November 2011 3
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Dear Reader,

The FAMHP celebrated its third birthday in 2010. The icing on the 
birthday cake was undoubtedly the beautiful organisation of twenty 
informal expert meetings during the Belgian presidency of the 
Council of the European Union. You will find out all about it in this 
annual report.
After three years, we have not yet matured, yet we have left the first 
growing pains behind. The Central Working group founded in 2007 
has for instance finalised the foundations of our organisation in a 
sustainable way. In order to take the next step in our development 
efficiently, we decided to integrate this Central Working group into 
an Extended Executive Council. The exponent of further efficiency 
will, however, be the installation of the Middle Management in 2011.

Despite of the Federal Government in current affairs, our Agency 
has made every effort to continue its service as good as possible: 
towards the health sector, suppliers and governments, but especially 
towards our patients. A special initiative in this area was the launch 
of a new website from which every citizen can download product 
information leaflets of medicines in a clear and easy format. Clearly 
this was appreciated by many fellow Belgians: in January 2010, 
our Agency’s website attracted over 420,000 visitors, compared to 
a monthly average of 56,000 visitors in 2009. We can be rightfully 
proud of this spontaneous initiative by our Agency.

An important focus will remain our fight against counterfeit 
medicines. Let there be no doubt: when we want to combat 
counterfeit and other illegal medicines effectively, only a 
coordinated approach will do. Our method in Belgium is a good 
example of a coherent approach by customs, police, justice and our 
Agency. This method has paid off and calls for a similar approach 
at European and even global level. Our annual report’s title, “The 
FAMHP moves beyond its Belgian borders. Annual Report 2010” is 
therefore no coincidence. Health matters to all of us!

For 2011 we note our second media campaign already, “a medicine 
is not a sweet”, to further raise public awareness on this matter. 
Also important was the establishment within the FAMHP of a strict 
quality system conforming to the European audits.

Finally, I would like to express my sincere gratitude to all staff 
members of the Agency and our partners. Let us continue to exercise 
our mandates with the same professionalism and dedication in the 
future.
I would like to thank each and every one of you.

Xavier De Cuyper
Chief Executive Officer of the FAMHP

November 2011
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Mission, role and values
Mission
The FAMHP plays an essential role in 
the protection of Public Health, with the 
following mission:

“Ensuring, from development to use, the 
quality, safety and efficacy:

•	 of medicines for human and veterinary 
use, including homeopathic medicines 
and herbal medicines, pharmacy made and 
officinal preparations;

•	 of health products including medical 
devices and accessories, and raw materials 
(active pharmaceutical ingredients) for the 
preparation and production of medicines.

     
Ensuring, from collection to use, the quality, 
safety and efficacy:

•	 of all operations involving blood, cells and 
tissues, which are also defined as health 
products”.*

* Based on the law of 20 July 2006 (BS-MB 08.09.2006) concerning 
 the establishment and functioning of the FAMHP.

Role
To ensure the quality, safety and efficacy of 
medicines and health products in clinical 
development and on the market.

Values
The values nurtured within the FAMHP are 
carefully selected, and form the unifying 
theme in our day-to-day activities:

•	 Professionalism
•	 Integrity
•	 Sincerity and transparency
•	 Comprehensiveness 
•	 Participation
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The Belgian presidency of the Council
of the European Union
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The Belgian presidency of the Council
of the European Union
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on 1 July 2010, Belgium took on the Belgian 

presidency of the Council of the European 

Union (EU). For a period of six months our 

Agency ensured progress was made in the 

field of medicines and health products. To this 

end we planned various meetings at strategic 

and regulatory level as well as at technical and 

scientific level.

Spain, Belgium and Hungary (the first official trio Presidency) 
defined the following topics as priorities in the “pharmaceutical 
domain”:
•	 safety and quality;
•	 antimicrobial resistance - rational use of antibiotics;
•	 pharmacovigilance;
•	 fight against counterfeit medicines;
•	 collaboration in the field of access to medicines.

In regard with the latter subject, a ministerial conference on 
innovation and solidarity was organised in cooperation with 
the RIZIV-INAMI and the FPS Public Health. The European 
Commission (EC) also supported this conference.

The topics pharmacovigilance and the fight against counterfeit 
medicines were part of the Pharmaceuticals Pack, which is a set 
of three regulatory initiatives submitted by the EC to the Council 
and the European Parliament at the end of 2008.

our Agency also brought together 834 participants from various 
official authorities in twenty informal expert meetings:

•	 European	Commission	(EC);
•	 Council	of	Europe;
•	 European	Medicines	Agency	(EMA);
•	 Heads	of	Medicines	Agencies	(HMA);
•	 Competent	authorities	of	each	member	state;
•	 Member	states	of	the	European	Economic	Area	(EEA);
•	 Third	countries	such	as	Switzerland;
•	 World	Health	Organization	(WHO).

The	organisation	of	the	Clinical	Trials	Facilitation	Group	(CTFG)	and	
the	Pharmacovigilance	Inspectors’	Working	Group	(PhVWP)	were	
specific	initiatives	by	the	FAMHP.	We	composed	high-level	agendas	
for	all	informal	meetings,	coordinated	with	and	attuned	to	the	
different	groups.	Next	is	a	review	of	twenty	fruitful	informal	
meetings.	A	more	detailed	balance	can	be	found	on	the	FAMHP	
website.
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BALANCE of the official agenda of the Council 
of the European Union

1. Ministerial conference “Innovation and solidarity
 in Pharmaceuticals”
 Brussels, 23-24 September 2010

This	ministerial	conference	was	the	first	occasion	ever	on	which	the	
European	authorities	in	charge	of	granting	marketing	authorisations	
(MA)	of	medicines	and	the	European	authorities	in	charge	of	
determining	price	and	reimbursement	of	medicines	gathered.	The	
objective	was	to	determine	the	possibly	synergy	between	the	various	
fields	of	competence	and	thus	improve	access	to	medicines.	The	
conclusions	include	an	agreement	on	certain	methods	to	improve	
the	unmet	needs	of	patient.

After	the	traditional	elaborate	European	consultation	in	the	working	
party,	the	proposals	for	conclusions	drawn	from	the	conference	by	
our	minister	were	unanimously	accepted.	These	conclusions	include	
an	agreement	on	certain	methods	to	improve	the	unmet	needs	of	
patient,	such	as:

•	 Reinforce	coordination	of	and	determine	priorities	for	the	
allocation	of	resources	in	research	into	new	medicines.

•	 Exchange	of	information	and	experience	on	exceptional	
procedures	in	order	to	improve	fast	access	to	medicines.

•	 Find	out	how	the	data	on	relative	effectiveness	can	be	put	to	
use	as	early	as	possible	in	the	development	phase	of	a	
medicine.

•	 Develop	common	methodologies	to	evaluate	the	key	elements	
of	the	data	on	relative	effectiveness,	acknowledge	this	
evaluation	between	member	states	and	also	the	primary	
review	of	the	legislation	concerning	clinical	trials.

In	succession	to	the	G10	initiative	and	the	High Level Pharmaceutical 
Forum,	Mr.	Tajani,	vice-president	of	the	EC,	launched	a	new	initiative	
which	focuses	on	three	themes:	ethics	and	transparency,	access	to	
medicines	in	Europe	and	access	to	medicines	in	developing	
countries.

In	the	context	of	the	access	to	medicines	in	Europe	theme,	the	
steering	committee	already	identified	five	projects	that	should	be	
finalised	by	the	end	of	2012.	These	are	for	instance	the	facilitation	of	
supply	in	small	markets,	the	development	of	a	mechanism	of	
coordinated	access	to	orphan	drugs	and	market	access	for	biosimilar	
medicines.
European	Commissioner	Dali	also	acknowledged	the	development	of	
a	more	intensive	European	collaboration	in	the	field	of	Health 
Technology Assessment	as	a	priority	to	his	services.
As	a	consequence,	the	concrete	follow-up	of	the	conference’s	
conclusions	has	been	guaranteed	in	the	coming	years!
This	ministerial	conference	turned	out	a	huge	success,	as	250	persons	
were	present	and	we	noted	active	participation	in	the	panel	
discussions.
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2. Pharmaceuticals Pack

In	regard	with	the	Pharmaceuticals Pack,	the	FAMHP	notes	first	of	all	
the	agreement	in	first	reading	between	the	Council,	European	
Parliament	and	EC	on	the	draft	of	a	directive	for	the	prevention	of	
falsified	medicines.	This	directive	contains	a	large	number	of	new	
provisions,	such	as	regulations	concerning	the	online	sale	of	
medicines,	the	increased	control	on	all	operators	who	market	
medicines	or	active	substances,	the	control	in	transit	zones	and	the	
introduction	of	safety	features	on	medicines	who	are	at	risk	of	being	
falsified.

The	pharmacovigilance	directive	was	developed	further,	following	the	
agreement	reached	on	its	content	in	first	reading	during	the	Spanish	
presidency.

The	third	part	of	the	Pharmaceuticals Pack,	i.e.	information	to	
patients,	was	also	given	attention.
After	the	voting	in	the	European	Parliament,	the	amendments	to	the	
EC	text	were	discussed.	Even	after	the	addition	of	the	amendments	
of	the	European	Parliament,	the	Council	still	held	the	opinion	that	
this	text	includes	too	many	risks	for	the	patient;	the	EC	then	agreed	
to	submit	a	new	proposal	itself	taking	into	account	the	objections	
raised.
Further	information	can	be	found	on	the	FAMHP	website.
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2   CAMD
26th meeting of the Competent 
Authorities for Medical Devices
CAMD, Network of competent authorities in the European Union 
responsible for the regulation of medical devices, with WIV-IsP

Liege, 23-24 September 2010

At	 this	meeting,	participants	have	 formally	approved	the	establish-
ment	of	a	Central	Management	Committee	(CMC).	The	purpose	of	
the	CMC	is	to	improve	the	effectiveness	of	the	regulation,	primarily	
by	creating	a	greater	coherence	in	the	interpretation	and	implemen-
tation	of	the	provisions	by	improving	the	decision-making	between	
the	national	competent	authorities	(NCA).

1   HMA
62nd meeting of the Heads of 
Medicines Agencies
HMA, Network of the European medicines authorities

La Hulpe, 5-6 July 2010

At	the	medicines	for	veterinary	use	session,	the	review	of	the	Action 
Plan on Antimicrobials Resistance (AMR)	was	discussed.	Next,	the	HMA	
discussed	 the	Eudravigilance Veterinary Access Policy	 draft,	 including	
the	acceptance	of	a	number	of	proposals	for	amendments.	EMA	will	
reconsider	the	draft	regarding	these	issues	and	submit	it	for	approval.
At	the	medicines	for	human	use	session,	the	focus	was	on	the	direc-
tive	concerning	pharmacovigilance	between	the	European	Parliament	
and	the	Council	of	the	EU.	HMA	confirmed	the	clear	progress	of	the	
directive	concerning	falsified	medicines	in	the	Working	Party	on	Phar-
maceuticals	and	Medical	Devices	of	the	Council.

Balance of the informal expert meetings
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4   CVMP
Committee for Medicinal 
Products for Veterinary Use

Antwerp, 27-28 September 2010

The	central	topics	of	this	meeting	were	the	referral	procedures	and	
the	decision-making	process.	This	was	 followed	by	the	EMA	Road-
map	to	determine	the	priorities	and	reinforce	collaboration.	Next,	a	
new	working	party	needs	to	be	established	within	the	CVMP	to	de-
velop	 technical	 and	 scientific	 support	 for	biological	products	 (with	
the	exception	of	vaccines).	A	revision	of	the	suddenly	emerging	in-
fectious	diseases	and	vaccination	perspectives	confirms	that	proce-
dures	for	scientific	advice	need	to	be	developed	in	order	to	be	able	to	
react	fast	to	requests	by	members	on	the	occasion	of	an	exceptional	
health	situation.

3   CMDv
Co-ordination Group for Mutual 
Recognition and Decentralised 
Procedures, veterinary

Antwerp, 27-28 September 2010

The	 following	 topics	 were	 discussed:	 borderline	 products,	 delivery	
method	of	 veterinary	medicines,	discussion	of	products	during	 the	
Mutual	 Recognition	 Procedures	 (MRP)/Decentralised	 procedures	
(DCP),	duplicate	applications	for	MA,	parallel	import	of	medicines	for	
veterinary	use	and	development	of	a	policy	in	regard	with	the	use	of	
antimicrobial	products	in	livestock.	At	a	joint	meeting	with	the	Com-
mittee	for	Medicinal	Products	for	Veterinary	Use	(CVMP)	discussions	
were	 held	 on	 information	 concerning	 the	Swine Influenza: pigs and 
pandemic influenza	conference,	ecotoxicity	and	five-yearly	renewal,	ge-
neric	medicines	and	the	Task Force on Referrals.
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6   COMP
Committee for orphan 
Medicinal Products

Antwerp, 30 September-1 October 2010

COMP	made	progress	in	the	context	of	the	action	plan	for	the	com-
ing	years	by	devoting	time	to	the	analysis	of	annual	reports	for	cer-
tain	medicines.	The	committee	determined	the	challenges	that	are	
obvious	 at	 this	 moment	 and	 are	 connected	 with	 the	 progress	 in	
knowledge	in	the	field	of	orphan	diseases.	It	will	be	of	great	impor-
tance	 to	 take	 into	 account	 the	development	 of	 personalised	 treat-
ments	of	scientific	breakthroughs	regarding	specific	characteristics	
of	certain	diseases.

5   CHMP
Committee for Medicinal 
Products for Human Use

Antwerp, 30 September-1 October 2010

Members	acquainted	themselves	with	the	structure	of	the	DG	Sanco	
of	the	EC	and	the	 interaction	between	the	pharmaceutical	unit	and	
other	units.	This	was	followed	by	a	presentation	of	the	first	observa-
tions	after	the	establishment	of	the	IMI	(Innovative	Medicines	Initia-
tive).	Finally,	the	possibility	to	finance	research	into	subjects	that	EMA	
takes	 an	 interest	 in	 via	 this	 public-private	 partnership	 was	 under-
scored.

Photo	team:	see	meeting	5	
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8   SAWP
scientific Advice Working Party

Antwerp, 30 September-1 October 2010

sAWP meeting with CHMP
A	peer	review	of	the	opinions	of	the	SAWP	by	members	of	the	CHMP	
offers	the	opportunity	to	take	an	individual	 look	at	these	opinions.	
Even	though	the	system	is	considered	to	be	working	excellent,	there	
is	still	room	for	improvement.	In	some	therapeutic	domains	the	peer	
review	process	can	be	improved	by	proposing	additional	experts.

sAWP in a discussion with the PDCo
The	interaction	between	the	PDCO	and	the	SAWP	can	occur	in	two	
directions:	on	the	one	hand,	the	PDCO	is	involved	in	the	opinions	of	
the	SAWP	for	certain	aspects	of	paediatric	developments	and	on	the	
other	hand	old	scientific	opinions	concerning	the	same	products	or	
similar	products	need	to	be	taken	into	account	when	a	review	is	done	
by	the	Paediatric	Investigation	Plan	(PIP).

Consultation between sAWP and the CAT (Committee for Advanced 
Therapies)
At	 this	moment,	 a	 risk-based	approach	 is	being	developed	 for	 ad-
vanced	therapies:	a	concept	paper	for	a	guideline	was	drawn	up.	The	
objective	is	to	determine	how	many	data	are	required	for	the	MA	or	
the	Advanced	Therapy	Medicinal	Product	 (ATMP)	and	to	perform	a	
first	identification	of	the	risk	factors	inherent	to	an	ATMP.

7   PDCO
Paediatric Committee

Antwerp, 30 September-1 October 2010

During	a	CHMP-PDCO-SAWP	(Scientific	Advice	Working	Party)	break-
out	session,	the	nature	of	the	data	that	can	be	extrapolated	of	the	use	
of	medicines	with	adults	or	of	other	products	from	the	same	pharma-
cological	class	was	discussed.
Next,	the	members	of	the	PDCO	and	the	SAWP	met	in	order	to	deter-
mine	the	basis	for	an	efficient	and	coherent	collaboration	between	the	
two	 committees	 in	 regard	 with	 scientific	 opinions	 they	 provide	 in	
function	of	the	development	plan	for	innovative	medicines.

Photo	team:	see	meeting	5	 Photo	team:	see	meeting	5	
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10   CMDh
Co-ordination Group for Mutual 
Recognition and Decentralised 
Procedure, human  

Bruges, 4-5 October 2010

The	following	current	themes	were	discussed:	borderline	products,	
exchange	of	the	national	workflows	for	MRP	and	DCP,	discussion	of	
the	 electronic	 submission	 of	 applications	 theme,	 discussion	 of	
themes	 that	 follow	 from	 the	Working	 Party	 on	 the	 future	 of	 the	
CMDh,	overview	of	the	future	changes	in	the	field	of	regulation.

9   CAT
Committee for Advanced 
Therapies 

Antwerp, 30 September-1 October 2010

During	a	joint	CAT/COMP	session,	it	was	agreed	that	the	ATMP	will	be	
identified	at	the	moment	of	submission	in	order	to	receive	the	status	
of	orphan	drug	(or	not).	During	the	CAT	and	SAWP	session,	the	Scien-
tific	Advice/Protocol	Assistance	(SA/PA)	for	smaller	companies	or	aca-
demic	groups	turned	out	to	be	important	in	order	to	find	the	right	
balance	between	consistency	with	previous	opinions	and	feasibility.

Photo	team:	see	meeting	5	
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12   WGEO
8th meeting of the Working 
Group of Enforcement officers  

Antwerp, 18-20 October 2010

At	this	meeting	the	stress	was	put	on	the	increase	in	worldwide	phar-
maceutical	crime.	The	SPOC	Network	can	function	as	a	flexible	in-
strument	to	deal	with	pharmaceutical	crime	in	this	regard	by	sharing	
means	and	jurisdiction.	Indeed,	the	international	character	begs	for	
an	international	response.	The	WGEO	is	also	an	international	plat-
form	to	harmonise	the	best	practices	and	system	recommendations.

11   EMACOLEX
34th meeting of the European 
Medicines Agencies Cooperation 
on Legal and Legislative Issues 

Antwerp, 14-15 October 2010

In	order	to	reinforce	and	stimulate	the	communication	and	coopera-
tion	between	 legal	experts	of	 the	NCA,	 lively	discussions	were	held	
concerning	the	next	future	regulations	and	recent	court	cases.	Also,	
the	working	group	discussed	the	national	implementations	and	prac-
tices	as	well	as	the	procedures	of	the	national	courts	and	infringement	
procedures.	In	order	to	stimulate	further	collaboration,	the	working	
group	decided	to	establish	a	subgroup	for	national	court	cases	and	
cases	of	the	European	Court	of	Justice.
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14   PhVWP
PharmacoVigilance Working 
Party 

Liege, 8-9 November 2010

The	members	focused	on	the	current	primary	issues	regarding	phar-
macovigilance.	The	implementation	of	the	new	European	regulation	
concerning	 pharmacovigilance	 of	 medicines	 for	 human	 use,	 the	
handling	of	pharmacovigilance	 signals	 and	 the	 impact	of	 the	new	
European	regulation	in	this	regard,	a	directive	concerning	the	use	of	
pharmacogenomic	data	in	the	various	stages	of	a	medicine	and	fi-
nally	the	efficient	communication	of	vigilance	problems	to	patients.

13   HMA
63rd meeting of the Heads of 
Medicines Agencies  

Antwerp, 25-26 October 2010

The	HMA	approved	a	five-year	strategy	for	the	European	Medicines	
Regulatory	Network	(EMRN).	This	strategy,	which	will	run	from	2011	
to	2015,	builds	on	the	activities	of	the	previous	HMA	strategy,	pub-
lished	in	2007.	The	objective	of	the	new	strategy	is	to	identify	the	most	
important	challenges	that	the	EMRN	will	be	faced	with	in	the	coming	
five	years	and	to	determine	the	best	way	in	which	the	EMRN	can	meet	
these	challenges.
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16   CTFG
Clinical Trials Facilitation Group  
CTFG, partnership to facilitate and harmonise clinical trials within 
Europe

Brussels, 18-19 November 2010

An	important	step	was	taken	regarding	the	key	tasks	of	the	CTFG:	the	
harmonisation	of	processes	 and	 scientific	 evaluations	 for	multina-
tional	clinical	trials,	while	awaiting	the	revision	of	the	regulations	at	
European	level.	The	FAMHP	took	a	very	active	part	in	this	process.

15   PhV IWG
Pharmacovigilance Inspectors 
Working Group  

Antwerp, 15-17 November 2010

Even	though	the	PhV	IWG	training	is	not	a	usual	informal	meeting	of	
the	European	presidency,	 still	 the	Agency	wished	 to	 take	 the	Active	
pharmacovigilance	project	as	the	subject	of	this	training.	Its	focus	was	
the	transfer	of	 information	by	means	of	a	more	practical	approach,	
resulting	in	a	direct,	practical	application	when	performing	one’s	daily	
tasks	as	a	pharmacovigilance	inspector.
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18   HMPWG
Homeopathic Medicinal 
Products Working Group  

Liege, 9-10 December 2010

The	harmonisation	of	the	themes	and	projects,	including	the	List of 
First Safe Dilutions,	 the	 justification	of	homeopathic	use	and	Work-
sharing	were	continued.	The	discussions	followed	the	main	lines	of	
the	HMA’s	strategic	plan.

17   HMPC
Committee on Herbal Medicinal 
Products   

Liege, 7-8 December 2010

The	FAMHP	proposed	a	project	to	further	develop	a	network	between	
the	NCA	of	member	states	and	to	facilitate	a	consistent	approach	for	
the	evaluation	and	classification	of	borderline	products	and	to	create	
a	communal	memory.
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20   WGCP
Working Group of 
Communication Professionals   

Bruges, 16-17 December 2010

On	the	agenda	of	this	seventh	 informal	meeting	a	 lot	of	attention	
went	to	the	priorities	and	objectives	of	the	HMA	and	the	role	of	the	
WGCP	in	realising	them	(implementation	of	the	Strategy	Paper).	In	
this	context,	four	specific	items	were	identified:	Redesigning	the	web	
(→	Q2	2011),	Presenting	a	better	policy	of	how	to	deal	with	the	stake-
holders	 (→	 Q4	 2011),	 Crisis	 management/crisis	 communication	 (→	
2012)	and	Internal	communication	(→	2012).

19   QMWG
6th meeting of the HMA Working 
Group of Quality Managers   

Brussels, 17 December 2010

The	action	plan	2011-2015	of	the	QMWG	was	approved.	Next,	an	up-
date	was	given	of	the	BEMA	II	(Benchmarking	European	Medicines	
Agencies).	In	the	period	2008-2010,	29	BEMA	audits	were	performed,	
21	 audit	 reports	were	 completed	 in	 the	mean	 time.	 In	2011	 (period	
March	to	June),	eight	audits	have	been	scheduled	so	far.	Decisions	on	
the	future	will	have	to	be	made	(BEMA	III),	among	other	things	about	
a	methodology,	timing	(three-,	four-	or	five-year	cycles)	and	the	devel-
opment	of	minimal	standards.
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Our	Agency	is	satisfied	with	the	attained	results	and	the	smooth	
organisation	of	the	informal	meetings	during	the	Belgian	presidency	
of	the	Council	of	the	EU.	However,	we	do	not	deserve	sole	credit	for	
this.	The	results	as	they	are	would	not	have	been	possible	without	the	
cooperation	and	support	of	the	representatives	of	the	other	member	
states	and	the	EC.	We	sum	up	some	important	results	of	these	
informal	meetings	here.

1. strategy Paper 2011-2015

An	important	result	is	undoubtedly	the	approval	by	the	NCA	of	the	
strategy	for	the	coming	five	years	as	the	Strategy	Paper	2011-2015	for	
the	HMA.	The	various	working	groups	of	the	network	have	
contributed	to	this	document.	Also,	the	development	of	a	plan	of	
implementation	was	started.	In	the	2015	strategy,	several	domains	
were	labelled	as	priorities;	these	are	for	instance	the	harmonisation	
of	clinical	trials	with	regard	to	medicines	for	human	use,	
pharmacovigilance	and	the	new	fields	of	competence.

2. Establishment Central Management Committee (CMC)

A	better	organisation	of	the	network	concerning	medical	devices	with	
the	establishment	of	a	Central	Management	Committee	(CMC)	on	
medical	devices,	which	will	have	the	authority	to	make	decisions,	and	
with	the	launch	of	a	project	to	verify	how	coordination	can	be	
enhanced	at	European	level	between	the	network	for	medicines	and	
the	network	for	medical	devices.

3. Applications for multinational clinical trials via
 common database

The	improvement	at	European	level	of	the	course	of	the	approval	for	
starting	multinational	clinical	trials	via	the	Voluntary	Harmonisation	
Procedure	(VHP),	including	the	use	of	a	common	database	at	EMA	
level.

Finally, a word of appreciation

Our	special	thanks	go	out	to	the	numerous	participants,	our	
colleagues	at	the	Public	Health	Cabinet,	our	partners	(amongst	other	
the	RIZIV-INAMI	and	the	WIV-ISP)	and	all	staff	members	of	our	
Belgian	Agency	for	al	the	work	they	have	done	to	allow	the	meetings	
to	take	place	in	the	best	circumstances	possible.	You	have	made	a	
significant	contribution	to	the	huge	success	the	Belgian	presidency	
2010	of	the	Council	of	the	EU	has	become	for	the	FAMHP.

some important results
of the twenty informal expert meetings
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One of the main objectives of the quality 

assessors in the past two years (2009 and 

2010) was to work through the backlog of 

assessments for marketing authorisation 

(MA) applications and type II variations via 

the national procedure (NP).

Within the Assessors Division of the FAMHP, 
quality assessors focus on the chemical, 
biological and pharmaceutical aspects of 
medicinal products.
Evaluation tasks are executed in function 
of applications for clinical trials, scientific 
advice, MA and type II variations to a MA. The 
group of quality assessors is concerned with 
the assessment of medicines for human and 
veterinary use, both in national and European 
procedures. Even though the assessors 
operate within the DG PRE authorisation, 
they execute evaluation tasks for all FAMHP 
departments concerned.

Backlog action plan
In order to achieve the primary objectives of 
the quality assessors, a backlog action plan 
was developed in March 2009.
The main action points were to:
•	 Strongly reduce the number of applications 

waiting for assessment when we are the 
Concerned Member State (CMS) in the 
Mutual Recognition Procedure (MRP) and 
Decentralised Procedure (DCP).

•	 Temporarily discontinue the activities 
concerning European scientific advice.

•	 Whenever possible, limit the descriptive 
part in the assessment reports.

•	 Approve national type II variations when 
the applicant can provide evidence that the 
variation in question has been evaluated 
and approved by another European 
member state (MRP-like).

Furthermore, the FAMHP decided to 
introduce the new European procedure for 
variations on 1 January 2010, at the same 
time it was introduced for the MRP and the 
CP. This has led to a significant reduction in 
the number of incoming analytical Type II 
variations.

Evolution
As a result of these measures, we were able to 
reduce the number of applications waiting 
for quality assessment in the NP (see figure). 
The sharp drop in the amount of pending 
applications at the beginning of 2010 can 
be ascribed to the introduction of the new 
procedure for variations.
In total, over 800 applications were evaluated 
in the NP between March 2009 and November 
2010,  taking into account the number of 
pending applications in March 2009 (about 
280), the number of new applications received 
between March 2009 and November 2010 
(about 590) and the number of pending 
applications in November 2010 (about 50).
The strong reduction in the number of 
pending applications in the NP should make 
it feasible to deliver the quality assessment 
reports within the legal delays.

Action plan for quality assessors
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‘The strong reduction in 
the number of pending 

applications at the 
beginning of 2010 can be 

ascribed to the introduction 
of the new procedure for 

variations,
National applications pending for quality assessment
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Further plans
To ensure the systematic delivery of the 
quality reports within the legal delays, a 
system is required that enables us to:
•	 follow up on the stipulated deadlines 

correctly;
•	 map the actual workload/availability of the 

individual assessors;
•	 detect the possible emergence of a backlog 

and deal with it proactively.

These issues have been addressed in 2010. 
Additionally, plans have been made to 
implement a new strategy to reduce the 
number of enquiries during the evaluation 
of the national type II variations and thus 
relieve the procedure.
The elimination of the backlog of national 
MA-related applications will also allow 
the quality assessors to take up a stronger 
position in other procedures, such as 
scientific advice, clinical trials or European 
MA-related procedures.
In addition, the scientific expertise will be 
reinforced and the quality assurance system 
will be further developed.
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Along with its creation in 2007, the FAMHP 

set up a Central Working Group consisting 

of members of all divisions and services. 

The Central Working Group was created in 

order to draw the outlines of the organisation 

and implementation of the Agency. In 2010, 

however, our Agency is on the right track and 

to avoid duplication, the FAMHP Executive 

council decided to dissolve the Central 

Working Group and integrate its activities 

into an Extended Executive council.

The existing Executive council does not 
merely add some tasks to its activities; it 
is also amplified by the diverse skills and 
experience of the operational managers. 
The decision to join forces led to the 
establishment of the Extended Executive 
council, which will monitor the consistency 
and overall spirit of projects, the approval 
of major policies, the necessary adjustments 
to and approval of the various phases of the 
various ongoing and future projects within 
our Agency. The council will thus need to 
make decisions on specific issues inherent in 
the implementation and outcome of specific/
certain projects within the FAMHP. Until 
recently, these tasks were the responsibility of 

the Central Working Group.
The Extended Executive council will make 
decisions regarding all issues connected with 
projects that have already been set up by our 
staff and will introduce a specific procedural 
framework for launching new projects within 
the FAMHP. Determining the necessary 
resources to realize the various steps of a 
project and bring projects to a successful 
conclusion, is hereby essential.

Members
After its structural reorganisation, the 
Extended Executive council will consists of 
members of the Executive council (Chief 
Executive Officer, Directors-general of the 
DGs PRE authorisation, POST authorisation 
and INSPECTION, Support services 
Coordinator and Head of the Legal Affairs 
Division) and the SPEARHEAD coordinators, 
the Heads of the B&Mc, P&O and ICT 
Divisions, of the Program Management Office 
(PMO) and International Relations Units, 

of the Communication Division and of the 
Quality Division.
The Extended Executive council meets four 
times per year. The first meeting took place 
on 28 June 2010.

FAMHP establishes an Extended 
Executive council

‘In order to work more 
efficiently, the Central 

Working Group has been 
dissolved and integrated 

in the Extended 
Executive council

,

30

FAM
H

P ~ Annual Report 2010



Complete Patient Information Leaflets (PIL) 
and summaries of Products Characteristics 
(sPC) of medicines online

Since January 2010 the Product Information 

Leaflets (PIL) and Summaries of Product 

Characteristics (SPC) of medicines authorised 

and marketed in Belgium can be consulted 

on the FAMHP’s website. This new feature 

was presented to the public by our Chief 

Executive Officer Xavier De Cuyper during 

a press conference at the Office of Deputy 

Prime Minister and Minister for Public 

Health, Laurette Onkelinx.

With the MA of a medicinal product, the 
FAMHP or the European Commission (EC), 
as the competent authority, also approves 
the SPC and PIL of the product. The SPC, 
which are intended specifically for healthcare 
professionals, and the PIL constitute the basic 
information and reference for the safe and 
adequate prescription, dispensing and use of 
medicines.

Basic information online
Easy access to these documents, in their full 
and most up-to-date versions, is essential 
to anyone who needs them (healthcare 
professionals and patients). Therefore, the 
FAMPH now publishes these documents 
accessible to all on its website (www.fagg.be 
- www.afmps.be) in the category “Leaflets and 
Summaries of Product Characteristics (SPC)” 
in accordance with a legal obligation.
The database contains the published SPC and 
PIL of medicines for human and veterinary 
use authorised and marketed in Belgium. The 
SPC are available in Dutch and in French the 
PIL are available in all three official languages 
(Dutch, French and German).

These SPC and PIL will be updated on a 
regular basis according to the changes made 
and in function of the marketing of new 
medicines.

Benefits for patients
•	 The documents can be printed easily.
•	 User-friendly, because a lot of attention was 

devoted to presentation.
•	 The online or printed PIL has a higher 

readability than the leaflet included in the 
product’s packaging.

•	 Increased ease of reading and the right to 
basic information for persons with a visual 
impairment. In case of loss of the leaflet 
included in a package, the patient can easily 
consult the full and most recent version 
online and print it.

Benefits for healthcare 
professionals
Publication means a simplification of 
their work, because all SPC of medicines 
authorised and marketed in Belgium can be 
found on the same location.

To effectuate this category, the FAMHP could 
count on an efficient cooperation with the 
pharmaceutical companies and in particular 
their Belgian representative associations. 
Thank you very much!
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‘The online PIL has a 
higher readability and is 
more user-friendly than 

the leaflet in the product’s 
packaging,

What did the public think?
The first reactions were very positive. Initially 
there were some technical problems and the 
tool needed to be more differentiated visibly 
from the general query field on our website.
Despite the fact that some visitors had some 
difficulties with finding the database, its 
publication was still received very well by the 
media. They underlined the importance of 
the initiative in the light of the availability 
of information about medicines (official and 
updated versions of leaflets) and also the good 
readability of the PIL.

some remarkable figures
The increase in the number of visits to our 
website proves that there was indeed a public 
need for this kind of tool. In January 2010, 
the Agency’s website attracted over 420,000 
visitors, in contrast with a monthly average 
of 56,000 visitors in 2009. Even after the 
rush instigated by the media coverage and 
curiosity, the number of visitors in February 
remained high, with over 130,000 visitors.
But that is not all. After the publication of the 
leaflets, the number of subscriptions to our 
FAMHP “news” showed a dramatic increase 
as well. Surely our website must now be in the 
favourites list of many internet users.

How to find a PIL on the 
website?

You can search for these documents on a 
special web page, which you can find by 
clicking the category “Leaflets and Summaries 
of Product Characteristics (SPC)” on the right 
side of the FAMHP website. On that page, 
select either the “Human use” or “Veterinary 
use” tab, depending on the medicinal product 
you wish to look up. After carefully reading 
the short introduction, you can start your 
search by typing the drug name in the query 
field.

It is important to take into account that 
the PIL and/or SPC can contain different 
presentations of a medicine. That is why in 
some cases a different number of SPC and 
PIL can be found under the same drug name.
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The FAMPH’s Belgian-Congolese collaboration

in the country. Besides maintaining the 
technical and financial support of the 
supply and distribution systems in the 
public sector, the consolidation phase 
will therefore also include a more focused 
institutional support via the Directorate 
of Pharmacy and Medicines (DPM) and 
prepare the establishment of the future 
medicines agency. 
This component, the institutional 
support of the DPM, will be carried out in 
collaboration with our Agency.

Approach
During a first mission, from 28 August to 
4 September 2010, the Director-General of 
the DG INSPECTION went to Kinshasa to 
evaluate the situation on site herself. During 
this week, consultation meetings were held 
with the Director and Heads of Department 
of the DPM and visits were paid to the 
relevant actors involved in the supply and 
distribution of medicines. In consultation 
with the BTC, the following elements were 
identified for which support by the FAMHP 
is considered on an institutional level, more 
specifically in support of the DPM:
•	 Redefine the DPM’s mission and feasibility 

study for the establishment of a national 
medicines agency;

•	 Analysis and amendment of the legislative 

project by the Belgian development agency 
(Belgian Technical Cooperation, BTC). This 
project aims to introduce and consolidate a 
procurement and distribution system in the 
public sector for essential medicines of good 
quality.

Focus on three independent 
regional distribution centers 

The project’s initial phase ran over the 
period 2006-2010 and its main objective was 
to establish three CDR and enable them to 
work independently (Bwamanda, Kikwit and 
Matadi), and to reinforce the national supply 
systems for essential medicines structurally. 
To prevent the obtained results so far from 
being lost, the project has been prolonged for 
the period 2011-2013 as Consolidation phase of 
the project achievements in support of the regional 
distribution centers of essential medicines.
At the same time, the scope has been 
extended, so that there are now two major 
components:
•	 The continuation of operational support to 

the CDR and the national supply system of 
essential medicines;

•	 Institutional support to ensure that the 
operational efforts will take place in a 
context of significant progress in the 
regulation of the pharmaceutical sector 

A Belgian-Congolese ministerial agreement 

concerns, among other things, the 

exchange of expertise in pharmaceutical 

sector management. In practical terms, 

the agreement is about strengthening the 

capacity of the institutions in charge of the 

medicinal product chain: supply, quality 

control and security, access to generic 

products, the ability of the Democratic 

Republic of Congo to promote local 

production and the issue of hospital 

pharmacies. To this end, the Belgian minister 

of Public Health Laurette Onkelinx and 

her Congolese counterpart Auguste Mopipi 

Mukulumanya signed a bilateral cooperation 

agreement for an indefinite period of time 

concerning Public Health and Medical 

Sciences.

At the request of our minister in charge, 
our Agency will participate in giving 
methodological and technical sector specific 
support. To optimise all efforts, the support 
of the FAMHP will be included in an existing 
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‘The agreement is about 
the exchange of expertise 

and more specifically about 
strengthening the capacity 
of the institutions in charge 

of the medical product 
chain,

and regulatory framework;
•	 Organisation of the existing framework of 

retail pharmacy inspectors;
•	 Organisation of the operational framework 

in the field of medicine authorisation;
•	 Organisation of the operational framework 

in the field of quality control of medicines, 
with particular attention to the problem of 
counterfeit medicines and medicines that 
do not meet the standards. 

Belgian piloting committee
All support mentioned will be linked directly 
and continually to the FAMHP in Belgium, 
either via short-term assignments of the 
staff of our Agency, via training or study 
visits by Congolese national executives to our 
Agency or through permanent contact via the 
internet (and SPOC network), through which 
useful technical information or advice can be 
provided about pending decisions. A Belgian 
piloting committee will be established to 
follow up on the activities, give technical 
advice or make suggestions. This committee 
will be headed by the FAMHP and it will 
consist of executives of the Agency, quality 
control laboratories and universities.
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Management of the A/H1N1v-influenza

In this context we have developed a specific 
pharmacovigilance programme to carefully 
monitor possible adverse effects of the 
Pandemrix vaccine, administered in Belgium. 
The programme is part of, and a supplement 
to the European risk management plan. The 
programme involves reinforced national 
monitoring of medicines, based on healthcare 
professionals reporting adverse effects that 
may have been caused by Pandemrix. These 
reports can be transferred to the FAMHP 
directly or to the authorisation holder itself.

Method
In October 2009, all healthcare 
professionals received a form via the Folia 
Pharmacotherapeutica of the Belgian Centre 
for Pharmacotherapeutic Information 
to report adverse effects specific to the 
pandemic situation. A digital version of this 
record is available on our website.
Each report was assessed by the Belgian 
Centre for Pharmacovigilance for medicines 
for Human use (BCGH-CBPH) of the FAMHP 
in accordance with the criteria of the WHO 
and was then entered in the European 
EudraVigilance database.
From 4 December 2009 until the cancellation 
of the pandemic situation we regularly 
published reports on our website regarding 
the adverse effects reported in Belgium.

Close collaboration with the 
order of Pharmacists

The close collaboration with professional 
associations and the Order of Pharmacists 
has enabled our Agency to constitute a first 
instance procedural framework for the 
ongoing supply of wholesalers-distributors, 
retail pharmacies and hospital pharmacies 
with antivirals and face masks. In a second 
phase, a specific procedural framework 
was created and made operational for the 
distribution of the pandemic influenza 
vaccine.

Reinforce the existing system
The increased use of antivirals and the 
marketing of a new pandemic vaccine, which 
would be administered on a greater scale 
than the vaccine against seasonal influenza, 
have prompted the FAMHP to reinforce the 
existing pharmacovigilance system. Gathering 
additional information about the potential 
adverse effects of these medicines, outside of 
the standard conditions of clinical trials, was 
therefore totally reasonable. It allows us to 
intervene immediately when potential signs 
of adverse effects arise by prescribing changes 
in the use of these medicines, if applicable. 

As an Agency we provide the scientific 

expertise on the vaccine against the A/

H1N1v-virus. The FAMHP therefore holds 

a crucial position in the field of medicines 

logistics and as an active member of the 

Interministerial Commissariat for Influenza 

(ICI).

Our responsibilities are quite diverse. An 
inventory is made, for instance, of the 
available medicines and other preventive 
measures in case of a pandemic. We evaluate 
the actions that need to be undertaken to 
come to a sound crisis policy. Moreover, 
our Agency is responsible for monitoring 
the evolution of the strategic stocks and the 
production process of antivirals, which falls 
under the competence of Defence. This is 
part of the objective to ensure that medicines 
used in the context of the influenza virus are 
safe, of good quality and effective.
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The results of the workshop were processed 
in a report and subsequently published in the 
scientific journal Vaccine. (Hanquet G, et al.
LessonslearntfrompandemicA(H1N1)2009in
fluenzavaccination.HighlightsofaEuropean 
workshop inBrussels(22March2010).
Vaccine(2010),doi:10.1016/j.
vaccine.2010.10.079).

Conference on “lessons 
learnt from the A/H1N1v- 
pandemic”

In the context of the Presidency of the 
European Union, Belgium organised on 1 and 
2 July 2010, in collaboration with the EC, a 
conference on the lessons that can be derived 
from the A/H1N1v-pandemic.
This conference brought together 300 experts 
from the European member states, the EC, 
the EMA, the ECDC and the WHO. Moreover, 
representatives from the United States 
and Canada paid a visit to Belgium for this 
occasion.
The conference brought together four major 
topics, which we approached in a critical and 
constructive manner:
•	 monitoring;
•	 multi-sectoral aspects;
•	 communication;

organisation could start. A provisional 
programme was drawn up and a search for 
speakers began. Commitments by the ECDC, 
EMA and WHO arrived very fast, but other 
countries as well were eager to participate 
and soon the programme included 
representatives from amongst others the 
United Kingdom, Italy and Hungary. The 
Logistics Unit of the FAMHP did a wonderful 
job arranging all the necessary materials and 
catering.
The workshop on 22 March 2010 was split up 
in three sessions:
1. Information concerning the authorisation 

of the pandemic vaccines, a second 
presentation by ECDC on the epidemiology 
and a third presentation by WHO on the 
policy during a pandemic – President: M. 
Van Ranst, Interministerial Commissioner 
for Influenza

2. Exchange of experiences between seven 
member states (Belgium, Germany, 
Hungary, Italy, the Netherlands, Sweden, 
the United Kingdom) concerning 
the vaccination campaign by using a 
questionnaire drawn up in advance – 
President: P. Van Damme, Faculty of 
Medicine UZA, Institute of Vaccines and 
Infectious Diseases

3. Communication during the pandemic –  
Presidents: P. Neels, FAMHP – 
CHMP-member & Simon Gregor, MHRA 
– President WGCP

The FAMHP continues to follow the 
evolution of the epidemic situation in order 
to be able to optimise the national availability 
of the means against the A/H1N1v-virus. 
This also means that the FAMHP is still 
ready to take action in case adverse effects 
occur following mass administration of 
the medicines disseminated by the Belgian 
Government. Finally, we try to draw some 
valuable lessons from this pandemic crisis.

Workshop “Lessons Learnt”
Discussions with a number of academics 
resulted in the conclusion that an evaluation 
of the campaigns during the A/H1N1v crisis 
was needed. The idea was then put forward 
to focus with several member states on one 
particular aspect: the “pandemic vaccination 
campaign”. Next, this initiative was discussed 
with European Centre for Disease Prevention 
and Control (ECDC), European Medicines 
Agency (EMA) and World Health Organization 
(WHO) and again it proved to generate much 
interest.

organisation and approach
After consulting the FAMHP management, 
the project immediately received the 
necessary support, after which its 
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•	 medical measures (antivirals and vaccines)
For each topic, several notes were made and 
included in the findings of the conference. 
More information can be found on our 
website.

‘The FAMHP has decided 
to start up a specific 

programme to carefully 
follow up on possible 
adverse effects of the 
Pandemrix vaccine,

W
or

ks
ho

p “L
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ons Learnt”
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Investing in quality management 
According to our Executive Council, the 

introduction of and compliance with a quality 

management system is a top priority for the 

coming years. Its implementation is in line 

with our mission to ensure the quality of 

medicines and health products.

An efficient quality management system is 
an important tool to show our partners that 
we execute our diverse and complex tasks in 
the correct way, observing all regulations in 
effect. It is also a valuable tool to offer our 
staff an operational framework that is both 
transparent and harmonious.
Above all, recognizing quality is not just 
important on a national scale. The mutual 
recognition of quality based on quality 
labels is essential to allow the competent 
medicines authorities within the European 
Union (EU) to put confidence in each other. 
Our activities are not just important to our 
own country, we also act on behalf the entire 
EU. Our evaluation, made in the field of the 
competences of the three DG is not called 
into question, but considered as equivalent to 
the evaluation of each individual competent 
authority.

Total Quality Management 
(TQM)

Over 10 years ago, the first steps were 
taken for the development of a quality 
management system for the former General 
Pharmaceutical Inspectorate, which became 
the Direction-general for Medicinal Products 
of the FPS Public Health. This resulted 
in a set of standard procedures (SOP) and 
a first draft of a Quality Manual. Due to 
circumstances, however, the project was put 
on hold.
Now that we have completed the organisation 
of our Agency, it is time to update these first 
drafts and add to them. After updating and 
completing existing texts and adding new 
ones, the existing SOP, the Quality Manual 
and drafts will make up a formally approved 
whole in its various stages of development, 
including all our activities and known and 
applied by all. All of the texts will also be 
reviewed regularly and adjusted where 
necessary.

Moreover, we accept the challenge of 
working with a Total Quality Management 
system (TQM). This implies that we choose a 
transversal cross-pillar approach, involving 
all pillars, departments, divisions and smaller 
entities of the FAMHP, to strive for quality 
improvement continually. A tool that will 

provide us with support and has been applied 
within the public sector several times is the 
Common Assessment Framework (CAF). 
This system has been tested and makes 
use of, amongst other things, a PDCA-cycle 
(Plan-Do-Check-Act).

Internal Control and Internal 
Audit

A quality management cycle by definition 
implies that one analyses one’s activities at 
regular intervals in order to identify points 
for improvement. It fits entirely within the 
PDCA-cycle.
The introduction of the TQM system in 
the FAMHP coincides with an initiative by 
the Government Commissioner De Padt 
to realise a functional internal control and 
internal audit service within the federal 
public services.
The initiative is based on three Royal 
Decrees (RD) of 17 August 2007 and imposes 
a system of internal controls and external 
audit on every federal public institution. 
The institutions are expected to meet the 
objectives of their organisation, based on 
the optimal use of resources available. The 
(mandatory) introduction of internal controls, 
tested against the rules by means of internal 
audits, is to guarantee this.
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The internal audit system has to be organised 
independently and in accordance to the 
Committee of Sponsoring Organizations 
standard (COSO). A recently established 
federal audit committee (ACFO, Audit 
committee of the federal government) will 
monitor this. On this basis, the internal 
controls can be monitored.
The internal audit is meant to reveal the 
strengths and weaknesses and help find 
opportunities and threats. “Control” in this 
context should be understood as “mastery of 
the resources available”. It has to do with risk 
assessment, risk management, monitoring, 
focus in all related communication and 
accountability. Internal control is in the first 
place a responsibility of the B&Mc Division, 
as it concerns financial management and 
accounting, but at the same time it is the 
responsibility of every member of staff of the 
FAMHP. 
Internal control has to include a minimum of 
five independent components:
•	 A controlling environment in which every 

person’s commitment has an effect
•	 Risk control
•	 Control activities
•	 Information and communication
•	 Monitoring
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Quality Manual of the FAMHP – part 1 

The Quality Manual of the “Industry” 
Division of the DG INSPECTION was 
approved in November 2010 by the Chief 
Executive Officer and made available to the 
staff of our Agency.
The Quality Manual includes a description 
of the vision, mission, quality policy, 
organisation and management of the FAMHP 
in general and the positioning of the DG 
INSPECTION, “Industry” Division within the 
FAMHP.
The Quality Manual serves as a lever for the 
further development of the quality system 
with the DG INSPECTION and by extension 
the FAMHP. It also serves as the basis - and 
is actually at the top of the ranking - of 
quality system documents, according to the 
pyramidal structure known within the ISO 
9000 series.

The “Industry” Division’s Quality Manual is 
the first of a series of Quality Manuals that 
will be developed for each DG of the FAMHP 
and for the Support Services and Services of 
the Chief Executive Officer. ‘The Quality Manual is 

actually at the top of the 
ranking of the quality 

system,

Quality
Manual

Level A

Quality management
system procedures

Level B

Work Instructions and other documents
for quality management system

Level C
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Coordinated approach against 
counterfeit medicines
Let there be no doubt: only a coordinated 

approach will work to combat counterfeit and 

other illegal medicines effectively. To send a 

powerful message, a press conference took 

place at the FAMHP in March 2010 at the 

initiative of Secretary of State Carl Devlies: 

Counterfeit medicines and illegal medicines may 

cause serious damage to your health. Deputy 

Prime Minister and Minister of Enterprise 

and Administrative Simplification Vincent 

Van Quickenborne was there to listen with 

keen interest.

Counterfeit medicines pose a serious and 
growing international problem. According to 
the WHO they constitute eight to ten percent 
of all medicines in the world. Developing 
countries are most vulnerable in this regard. 
In these regions counterfeit medicines would 
account for at least one quarter of the market.
A few years ago, the Council of Europe has 
started a strategy by creating an ad hoc group 
counterfeit medicine, in which Belgium 
plays an important role. From the start, it 
was decided to develop an international legal 
instrument (a convention). An international 
survey indicated major differences in the 

penal approach of counterfeit medicines. 
In 2009, the talks were concluded and the 
Medicrime Convention was born. 

objectives Medicrime 
Convention
The Medicrime Convention does not only 
provide the basis for a harmonised battle 
against counterfeit medical products, it also 
takes into account criminal activities, such as 
illegal, yet authentic medicines. Here are the 
main objectives of the conference.

Thoroughly handle criminalisation and 
protect victims
The convention itself focuses on the fight 
against the falsification of medical products 
and related crime in order to protect Public 
Health. Medical products hereby refer to both 
medicines for human and veterinary use, to 
brand as well as generic products, medical 
devices and raw materials.
Incrimination focuses on the manufacturing 
of counterfeit medical products, supply, 
offering to supply and trafficking, the 
falsification of documents and related 
criminal activities. The latter leaves the 
possibility open to also penalize all illegal 
actions with authentic medicines, such as 
smuggling and illegal distribution.

Causing physical harm and using the internet 
for distribution are two major aggravating 
circumstances which can be taken into 
account by a court. The convention also 
recommends penalties should be effective, 
dissuasive and in proportion to the crimes. 
This might lead to a harmonisation of 
penalisation amongst the members of the 
Council of Europe.
An important aspect of this convention is the 
exclusion from its scope of all Intellectual 
Property Right aspects, quality deficiencies 
in medical products due to manufacturing 
as well as cosmetics and nutritional 
supplements.

Promote national and international 
collaboration
A key element of this convention is the 
recommendation to organise sound 
collaboration and information exchange 
on national and international scale. For 
this purpose, reference was made to a 
model designed by the working group to 
promote the use of networks and Single 
Points of Contact (SPOC), in which medicine 
authorities play an important role. In 
Belgium, a similar network is operational 
since 1995, i.e. the Multidisciplinary Hormone 
Unit. This consultative body has an extensive 
field of activity, including fight against illegal 
cattle fattening, doping, smuggling and 
counterfeiting of medicines. 
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As soon as this has been accomplished, the 
Medicrime Convention will be submitted 
for approval by the 47 member states of the 
Council of Europe.

‘The Medicrime 
Convention focuses on the 
harmonised fight against 

counterfeit medicines, but 
also against illegal, 

yet authentic medicines,
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VIG-NEWS is meant to inform healthcare 

professionals via a selection of recent 

pharmacovigilance information. This 

quarterly electronic newsletter was initiated 

by the Belgian Centre for Pharmacovigilance 

for medicines for Human use (BCGH-CBPH) 

of the FAMHP.

Initially, VIG-NEWS was part of a pilot 
phase with healthcare professionals who 
participated in the Active pharmacovigilance 
project. Since May 2010, VIG-NEWS is 
disseminated to all healthcare professionals. 

source material
The announcements in VIG-NEWS stem 
from various sources:
•	 FAMHP and its BCGH-CBPH;
•	 Belgian Centre for Pharmacotherapeutic 

Information (BCFI-CBIP, non-profit 
association);

•	 European Medicines Agency (EMA);
•	 Various official national competent 

authorities for medicines (NCA);
•	 American Food and Drug Administration 

(FDA);
•	 Specialist literature (e.g. Drug Safety).

How to subscribe?
The newsletter can be consulted via the 
FAMHP’s website by clicking the category 
VIG-NEWS at the bottom of the left column 
of our home page.
In order to receive an e-mail that informs 
you of the publication of a new edition of the 
VIG-NEWS, you can subscribe to our news 
service via Registration for news, also in the 
left column on the website’s home page. Just 
fill out the form and submit it. You can also 
choose to receive all news published by the 
FAMHP.

‘since May 2010, 
every healthcare 

professional can consult 
the VIG-NEWs,

 

Launch of VIG-NEWs
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Foundation Patient platform 

‘The Patient Platform is 
meant for anyone who 
wishes to be informed 
optimally about their 
health, illnesses and 

treatment,

Members
•	 LUSS (a non-profit association of users, 

patients and citizens interested in health 
matters);

•	 Flemish Patient Platform;
•	 Socialist and Christian mutual health 

insurance funds;
•	 Test-Aankoop/Test-Achats;
•	 User Associations Research/Investigation 

Centre (OIVO-CRIOC).

In the future, other associations are likely to 
join the Patient Platform.

In January 2010, a consultation platform 

between the FAMHP and patients/consumers 

was founded: the Patient Platform. Its 

creation is motivated by the need to improve 

the attention given to patients/consumers 

and to establish a dialogue. It has come to our 

attention that, more than before, patients/

consumers relinquish their passive attitude 

and wish to look up information regarding 

their health, illnesses and treatment. The 

platform meets at least three times a year.

It goes without saying that independent, 
relevant and qualitative information is 
indispensable to patients to be able to 
communicate better with healthcare 
professionals, in order to take charge of 
their health in a safe and responsible way 
and, above all, to use medicines correctly. 
The topics of the Patient Platform 2010 were, 
amongst others, patient information and 
pharmacovigilance. Today, patients wish to 
contribute themselves to pharmacovigilance. 
This can be achieved by reporting adverse 
effects that they suspect to originate from the 
use of a certain drug directly to the FAMHP.
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MA for homeopathic medicines

Next to that, some pragmatic solutions have 
finally been devised, such as cross-references 
between certain types of applications. At 
European level projects have been advocated, 
such as the justification of homeopathic 
usage or the First Safe Dilution (FSD) project, 
to help us cope with this huge workload with 
the resources available.

‘In collaboration with the 
RAsH and the companies 

that notified their products, 
a procedure is being 

developed to regularise the 
status of the homeopathic 

medicines, 

Thursday 30 September 2010 was a great 

day once more to our Agency, especially to 

the Homeopathic & Herbal Medicines Unit 

of the DG PRE authorisation. On that day, 

our Chief Executive Officer handed out 

the very first marketing authorisation (MA) 

of a homeopathic medicinal product to its 

authorisation holder.

This first MA is the result of an effective 
collaboration between the FAMHP, the 
Commission for homeopathic medicines 
for human and veterinary use (HCG-HCM), 
the companies that market homeopathic 
medicines and RASH, the association for 
homeopathic companies and of all the effort 
made by each and everyone involved. Our 
CEO would like to encourage all stakeholders 
to continue along these lines.

An immense task indeed still awaits the 
Agency in this regard.
In 2003, 18,000 homeopathic medicines were 
notified, of which 2,500 are specialties. In 
collaboration with the RASH and companies 
that have notified their products, a procedure 
is being developed to regularise the status of 
the homeopathic medicines. We hope to have 
accomplished this task within 10 to 15 years.
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Regulation concerning premiums 
and advantages
The law concerning premiums and 

advantages stipulates the relationship 

between pharmaceutical industry or 

medical devices companies and healthcare 

professionals. The FAMHP monitors the 

correct application of this regulation and 

our Agency’s DG INSPECTION executes 

controls in this regard.

The law provides a strict framework for 
the following issues: pharmaceutical 
companies or medical device companies 
giving healthcare professionals the prospect 
of or offering or granting them premiums 
or advantages, in cash or in kind, and the 
application for and acceptance of these 
premiums and advantages by healthcare 
professionals.

The FAMHP’s policy has two aspects:
•	 A preventive approach via diverse 

communication activities to our partners;
•	 Monitoring and possible punitive 

approach, using the tasks assigned to our 
Agency by the legislature in the Law of 20 
July 2006 concerning the establishment 
and functioning of the FAMHP.

Preventive approach 
Since the implementation of the Law of 16 
December 2004 amending the legislation 
concerning the fight against the excesses 
of the promotion of medicines, our Agency 
distributed a number of circulars in 
connection with this regulation (circulars 
465, 487, 489, 513 and 518). These circulars are 
available on the FAMHP’s website, where 
you can also find a specific category on 
the regulations applicable to premiums, 
advantages and other promotional activities.
The regulation concerning “premiums and 
advantages” is now also a regular topic in the 
diverse presentations during information 
sessions which our Agency participates to.

Monitoring and possible 
punitive approach

In this regard, the DG INSPECTION of the 
FAMHP executes three types of monitoring:

• Processing of complaints
Complaints received by our contact point 
are passed on to the inspectors of the DG 
INSPECTION, who will investigate them 
further and take the appropriate action 
within their jurisdiction.

• Planned controls
For the moment, the planned controls by 
the Agency primarily concern compliance 
with the visa requirement, granted by 
the non-profit institution Mdeon. This 
organ has been agreed by the minister of 
Public Health to ensure the procedure for 
issuing visas. In this respect, the Agency 
welcomes the quality of work Mdeon has 
delivered over the past three years and is 
enthusiastic about the good cooperation 
existing between the FAMHP and this 
partner. As a reminder: pharmaceutical 
industry and companies of medical 
devices need to be granted a visum, if 
necessary via the scientific organisers 
of a congress, before they are allowed to 
sponsor healthcare professionals within 
the scope of scientific events including at 
least one night. Our inspectors also pay 
special attention to how companies follow 
up on sponsorship requests or promises 
that were given a definitive visa refusal 
by Mdeon; they also examine whether 
companies that have never submitted a visa 
application with Mdeon have engaged in 
sponsoring activities for which a visa would 
have been necessary. Another priority is 
monitoring the reality in the field of the 
sponsorship conditions as stipulated in the 
visa application submitted with Mdeon en 
which resulted in the granting of a visa.

46

FAM
H

P ~ Annual Report 2010



• Other forms of control 
The other forms of control include all 
non-scheduled inspections on premiums 
an advantages executed by the DG 
INSPECTION on the basis of diverse data 
collected by agents of the FAMHP as part of 
their “daily routines”. 

Inspection in the context of 
the application of Article 10 
of the Law of 25 March 1964

some figures for 2010 

2009 2010

Complaints received 13 35

Planned controls 110 scientific meetings 29 scientific meetings
+

127 applications with a definitive 
refusal of visa by Mdeon were 

monitored/investigated

Other types of control 18 controls 6 controls 
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For all controls mentioned in the above 

table and after supplementary investigation, 

the DG INSPECTION started in 2010 152 

applications under suspicion of violation of 

Article 10. 

On 13 May 2011, 22 of these applications were 
still being processed. 
Amongst the completed applications we find: 
•	 8 official reports of violation (1 application 

can concern different persons and lead to 
multiple official reports);

•	 232 warnings (1 application can concern 
different persons and lead to multiple 
warnings); 

•	 45 applications filed without further effect. 

Prospects 
The DG INSPECTION will re-evaluate the 
results on an annual basis and will, by means 
of a risk analysis based evaluation, allow the 
Agency to adjust and redefine the control 
policy, as well as -when necessary -, adjust 
relevant priorities.

‘The DG INsPECTIoN has 
drawn up eight 

official reports of violation, 
issued 232 warnings 

and filed 45 applications 
without further effect,

 

overview figures
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Report adverse effects via www.gelefiche.be
At the end of November 2010, the FAMHP 

launched www.gelefiche.be-www.fichejaune.

be, a website for the online reporting of 

adverse effects of medicines. Healthcare 

professionals can use this tool to report 

adverse effects to the Belgian Centre for 

Pharmacovigilance for medicines for Human 

use (BCGH-CBPH) of the FAMHP. This 

launch was announced officially at an event 

for the professional press, in the presence of 

Ms Laurette Onkelinx, Minister for Social 

Affairs and Public Health, in charge of Social 

Integration.

This website for online reporting offers 
an alternative to the paper yellow form. Its 
purpose is to make the reporting of adverse 
effects simple, user-friendly and interactive 
for a better integration of reporting in the 
daily practice of doctors, pharmacists and 
dentists. Thanks to an increase in the number 
of reports and their quality, the FAMHP aims 
to contribute to a better knowledge of the 
safety profile and safety in use of medicines.
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An exercise on expertise networking and 

an analysis within the Assessors Division of 

DG PRE authorisation have indicated that 

the FAMHP suffered from a lack of specific 

expertise in a limited number of critical 

scientific domains. To allow the Agency to 

fulfil its tasks in an optimal way, the missing 

expertise needed to be acquired and anchored 

within the FAMHP at short notice.

Given the specific nature of the critical 
domains identified, experts with specific 
training and experience on the field are 
required. External recruitment and an 
appropriate wage scale are therefore essential. 
It was decided to recruit these critical profiles 
via a contract with the Scientific Institute of 
Public Health (WIV-ISP), partly because the 
WIV-ISP has the possibility to offer a specific 
contract of employment for scientific staff in 
federal agencies. At the end of 2010, three new 
employees have already been recruited this 
way.

Quality Assessor for ad-
vanced therapies
(DG	PRE	authorisation,	Assessors	Division)

We needed to fill this vacancy to be able to 
execute our basic tasks correctly. These are, 
for example, the evaluation of applications 
for clinical trials with medicines for advanced 
therapies (ATMP) such as gene therapy, 
somatic cell therapy and tissue engineering.
In addition, the FAMHP also has the 
ambition to play a role in the field of ATMP 
at European level, for instance in the EMA 
procedures for classification, certification 
for small and medium enterprises, scientific 
advice and the marketing of medicines.

Doctor for benefit/risk 
analysis for clinical trials
(DG	PRE	authorisation,	R&D	Division	(human))

In the evaluation of applications for clinical 
trials, it is important that an overall analysis 
is made of the risks which a participant in 
that study is subject to. Opposite to these 
risks are the benefits, both for the participant 
and society.
During the execution of a clinical trial, a large 
number of data  is generated. All of those 

data may have an impact on the benefit/risk 
balance. Some examples are amendments, 
reports of adverse effects and annual safety 
reports. In the light of the safety of the 
subjects and the relevance of data from the 
trials, a new evaluation methodology needs 
to be developed and applied in collaboration 
with the departments involved within 
the FAMHP and the Ethics Committees. 
Moreover, we intend to share these new 
experiences with the other concerned 
European member states.

Doctor for pharmacovigilance
(DG	POST	authorisation,	Vigilance	Division)

In function of human pharmacovigilance, 
the FAMHP is responsible for the assessment 
of data regarding the safe use of medicines. 
Important sources of information are the 
periodic reports on pharmacovigilance and 
the individual reports of adverse effects that 
may be associated with the use of medicines.
During the procedure for granting a MA, an 
assessment is made of the pharmacovigilance 
system that will be used when the MA is 
granted.
The Vigilance Division was in need of an 
expansion of its expertise. More particularly, 
we were in need of a doctor.

FAMHP in search of scientific profiles
Recruitment	in	collaboration	with	Scientific	Institute	of	Public	Health

50

FAM
H

P ~ Annual Report 2010



The recruitment procedure for two other 
critical profiles is still in progress:

Biostatistician
(DG	PRE	authorisation,	Assessors	Division)

Additional expertise is required to assess the 
statistical processing of data concerning the 
quality, safety and/or efficacy of medicines, 
submitted in the context of different 
procedures.
The internal biostatistician will also play 
an important role in building a network of 
external experts at national and European 
level.

Assessor clinical trial 
methodology
(DG	PRE	authorisation,	Assessors	Division)

The purpose of this function is to assess the 
protocol and methodology of clinical trials 
(e.g. selection of patients, randomisation 
and clinical endpoints) in the context of 
applications for clinical trials, scientific 
advice and the marketing of medicines.

The finalisation of the recruitment procedure 
for these two functions is foreseen for the 
beginning of 2011.

‘Given the specific 
nature of the identified 
critical domains, experts 
with specific training and 

experience on the field are 
required,
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The R&D (human), Marketing Authorisation 
(human), Assessors and Medicines for 
Veterinary Use Divisions are the four major 
divisions within the DG PRE authorisation. 
Additionally, the Units Homeopathic & 
Herbal Medicines, Pharmacopeia/API, 
Scientific/Regulatory Advice - Knowledge 
Management and Management Support 
complete the tasks of the DG PRE 
authorisation.

Every day, each division and unit work 
together to accomplish the responsibilities of 
the DG PRE authorisation.

Responsibilities of the DG PRE authorisation
The efficient (i.e. within the legally provided 
timeframe and cost-effective) and qualitative 
treatment of applications for scientific/regulatory 
advice, for clinical trials and for the first marketing 
authorisation (MA) of medicines for human use.
For medicines for veterinary use, herbal and 
homeopathic medicines, both the first MA and its 
amendments need to be processed on a similar way 
and the lifecycle management of these medicines 
need to be assured.

The Directorate-General PRE authorisation or all 
activities prior to approval of the first marketing authorisation 
for a medicine or health product

Gree
t M

usch

In
 th

e w

ord
s o

f G
reet Musch, director-general of the DG PRE authorisation.

In February 2009, the DG PRE authorisation was established. We developed an organisation 

chart that would give the DG PRE authorisation the most chances of success and that received 

the full support of its staff. In 2010, our Chief Executive Officer has validated this structure 

and it has been operational ever since.

DG PRE
authorisation

R&D Division 
(human)

Assessors Division

Medicines
for Veterinary Use

Division

Marketing Authorisation 
Division
(human)
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The monitoring and impact analysis of 
initiatives by the European Commission (EC) 
and the functional evolution of the European 
Medicines Agency (EMA) and the Heads 
of Medicines Agencies (HMA) Roadmap 
continue to be important themes to follow up 
on closely, more specifically the new Clinical 
Trial Directive, the Better Regulation (veterinary 
medicines) and the Pharmaceuticals Pack 
(especially concerning pharmacovigilance and 
falsified medicines).

The R&D Division (human) will attempt to 
take on the role of Reference Member State 
for a Voluntary Harmonisation Procedure 
(VHP) at CTFG level. The division will also 
work on an operational plan and on the 
implementation of the assessment of safety 
events within the framework of clinical 
trials. The division will also keep track of the 
further development of contributions of the 
FAMHP regarding Unmet Needs (including 
rare diseases).
The Assessors (clinical human) and Medicines 
for Veterinary Use Divisions will take the 
necessary measures to further reduce their 
backlog.
What is more, the Medicines for Veterinary 
Use Division and the ICT Division will 
together elaborate the functional analysis 
for an overall computerisation of document 
management.

All units and divisions within the DG PRE 
authorisation will join forces in order to 
optimise and computerise the various 
performance reporting systems.

We shall also give priority to all activities 
related to the further development of a 
quality system suitable to our Agency.

Finally, the divisions and units will continue 
their development, so as to render the 
implementation of the development cycles 
successful within the DG PRE authorisation. 
To the DG PRE authorisation’s management 
team this is a crucial condition to be able to 
realise the division’s objectives in a motivated 
and well informed way.

Also, in the second half of 2010 the DG PRE 
authorisation participated actively in drawing 
up high quality programmes for six out of 
twenty meetings organised by the FAMHP.
We focused on the important current 
European initiatives and discussions and at 
the same time sufficient attention was given 
to national input.
By doing this, the FAMHP has again made an 
important step forward as an appreciated and 
permanent institution within the European 
network of policy-making bodies.

‘2010 was a unique year. 
once again, we have 

expanded our horizon and 
we have enthusiastically 
invested in a successful 

Belgian presidency of the 
European Union!,

Greet Musch

Vision of the DG PRE authorisation
The DG PRE authorisation team is acknowledged 
by all partners in the health sector (national and 
international) for its regulatory and scientific 
expertise in its domain.

It is therefore with pride and full of gratitude 
towards my staff that I can give you further 
details on the key tasks of each division and 
unit and the results they have obtained in 
2010.

I would also like you to join me in looking 
ahead to some issues in 2011.
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R&D Division (human)

Key tasks
The most important basic task of the division 
is the processing and follow-up of clinical 
trials applications (CTA) and substantial 
amendments following these trials. These 
kinds of applications are submitted by 
sponsors of clinical trials: commercial or 
academic sponsors. After their reception and 
validation, the applications are verified and, if 
necessary, passed on to the Assessors Division 
in order to assess the results of the quality 
aspects and/or preclinical data. At the end 
of this process, the application is closed and 
archived. Then, the decision of the FAMHP is 
communicated to the company/person who 
submitted the application.
The division also processes applications 
for compassionate use (CU) or medical 
need programmes (MNP) and takes part in 
discussions concerning an important project 
in the context of the Unmet Medical Need 
issue.
Another important task is the management 
of frequently asked questions that reach 
the Agency by phone, mail or via e-mail 
addressed to the general address of the 
division: CT.RD@FAMHP.be.

Efficient execution of tasks
•	 In the case of CTA and CU/MNP 

applications, we strive to respect the 
legally provided timeframe without 
loss of professionalism. The division 
cooperates on a regular basis with the 

Assessors Division, the Ethics committees, 
other European member states and with 
external stakeholders. The purpose is to 
constantly improve the collaboration and 
to guarantee that the treatment of the 
dossiers is performed in the most efficient 
and harmonious way possible. The R&D 
Division (human) also collaborates with the 
DG INSPECTION and with the Vigilance 
(pharmaco, materio, haemo, bio) and 
Health Products Divisions.

•	 In the associated table we notice a decline 
in the number of applications processed 
within the legally provided timeframe 
in December 2010. This percentage 
contains both the original CTA and the 
substantial amendments; especially the 
latter have been affected by the decline. 
Due to internal mutations, the number 
of file managers at the end of the year 
was smaller than at the beginning of 
2010. Therefore, priority was given to 
the closing of original CTA within the 
legally provided timeframes. On the other 
hand, a reorganisation of the division was 
established in order to ensure the timely 
processing of all types of applications in 
2011 as before.

•	 In 2010, the R&D Division (human) 
received ten applications for CU 
programmes and three amendments 
of CU programmes. Next to that, two 
additional CU programmes were 
granted on an exceptional basis. On the 

other hand, the R&D Division (human) 
received 21 applications for MNP and 
twelve amendments to MNP. All of these 
applications were closed within the legally 
provided timeframe.

•	 In regard with frequently asked questions, 
we strive to answer known questions within 
two days and new questions within five 
days.

Increasing national and international 
recognition
•	 The R&D Division (human) participates in 

the meetings of the ad hoc group of the EC 
and ensures the secretariat function of the 
Clinical Trial Facilitation Group (CTFG) of 
the HMA.

•	 In the context of the CTFG, the division 
takes part actively in the VHP. The 
VHP is a pre-submission procedure 
which offers sponsors a guarantee of a 
common and harmonised assessment 
of their applications for multinational 
trials by the involved member states. 
The national submission following a 
VHP is consequently reduced to a purely 
administrative procedure.

Development and reinforcement of the 
scientific expertise
•	 At the end of 2010, a new colleague was 

welcomed to reinforce the R&D Division 
(human) in the field of assessment of the 
Safety Reporting aspect in clinical trials.

DG PRE
authorisation

R&D Division 
(human)

Assessors Division

Medicines
for Veterinary Use

Division

Marketing Authorisation 
Division
(human)

56

FAM
H

P ~ Annual Report 2010



CTA and CU/MNP applications in 2010

Month in 2010 01 02 03 04 05 06 07 08 09 10 11 12

CTA

Applications submitted 31 23 59 40 40 48 45 49 49 38 41 49

substantial amendments 
submitted

174 135 146 162 112 136 149 98 137 143 108 82

Applications (original + 
substantial amendments) 
processed within the legally 
provided timeframe

98.1% 98.1% 96.2% 96.1% 97.4% 96.8% 97.5% 98.0% 97.4% 97.8% 94.7% 81.2%

Questions regarding clinical trials or research and development

Answers to known questions 
within two days

86.0% 86.0% 91.0% 100% 100% 100% 89.0% 75.0% 100% 80.0% 91.0% 100%

Answers to new questions within 
five days

77.0% 81.0% 76.0% 61.0% 51.0% 76.0% 82.0% 81.0% 83.0% 63.0% 55.0% 87.0%

Figures
in 2010
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Marketing Authorisation Division (human)

Key tasks
The main responsibility of the Marketing 
Authorisation Division (human) is to follow 
up on the MA applications for medicines 
for human use entrusted to the division 
during the validation, file management and 
assessment phase in order to reach a final 
decision and to possibly grant a MA.

After a short transition period, the Marketing 
Authorisation Division (human) became 
operational on 1 July 2009. In the second 
year of its existence, the division has 
become stronger, more structured and more 
experienced, so as to execute its tasks even 
better.
The main tasks of the Marketing 
Authorisation Division (human):
•	 Reception and validation of MA 

applications;
•	 Reception and administrative Active 

Substance Master File (ASMF) follow-up;
•	 Coordination and follow-up of applications 

according to the deadlines;
•	 Link between the pharmaceutical 

industry, national and international (EMA) 
competent authorities, assessors (internal 
and external) and partner institutions 
(WIV-ISP);

•	 Secretariat function of the Commission for 
medicines for human use;

•	 Active participation in regulatory affairs 

between e.i. the competent authorities, 
CMDh and BRAS;

•	 Draw up Public Assessment Reports (PAR);
•	 Administrative closing of applications and 

delivery of the MA.

Organisation
The Marketing Authorisation Division 
(human) is divided among three units:
•	 The MRP/DCP/NP Unit is responsible for 

processing new MA applications.
•	 The Closing Unit is responsible for the 

administrative closing of applications and 
delivery of the MA.

•	 The CP Unit is responsible for new MA 
applications, line extensions, variations and 
renewals.

In order to execute its tasks, the Marketing 
Authorisation Division (human) collaborates 
with all other FAMHP services, both from 
the DG PRE authorisation, the DG POST 
authorisation and the DG INSPECTION. The 
Marketing Authorisation Division (human) 
is a multidisciplinary team consisting of 
file managers (amongst others pharmacists, 
chemists) who take care of the validation 
and file management of the applications 
and assistants who assist the file managers 
administratively.

Efficient execution of tasks
Next to its usual tasks, our division realised a 
few special projects in 2010: 
•	 Development of a simplified national 

registration procedure. This simplified 
procedure should enable us to live up to 
the legally provided timeframes, provide 
more transparency concerning the stages of 
the procedure and avoid numerous series 
of questions and answers. The procedure 
will be implemented as soon as the 
necessary resources are available.

•	 Investment in both basic and advanced 
training of the staff, especially for the MRP/
DCP/NP Unit and the Closing Unit, which 
count several new members of staff.

•	 Measures have been taken in order to 
improve the quality of the work done by 
the Marketing Authorisation Division 
(human) according to the different stages 
an application goes through (quality 
control of the validation, file management 
and closing).

•	 The great challenge to the Marketing 
Authorisation Division (human) is to close 
the MA applications within the legal 30-day 
deadline. The Closing Unit did a major 
effort to meet to this term and in May 2010 
a monitoring tool was introduced that 
calculates the administrative closing term.

DG PRE
authorisation

R&D Division 
(human)

Assessors Division

Medicines
for Veterinary Use

Division

Marketing Authorisation 
Division
(human)
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The average term for administrative closing 
in number of days since the month of May 
2010 until December 2010, on a total of 
212 closed applications for DCP and MRP 
procedures. 

Term Actual 
closing

Clock-stop Total 
closing

Average 
(in days))

30.41 22.47 54.00

- Actual closing: average term from the actual start 
of closing by the Closing Unit until the end of the 
procedure.

- Clock-stop: average term of response of the 
applicants to comments of the Closing Unit.

- Total Closing: complete closing term (Actual closing 
+ waiting time between the end of the procedure 
“day 210 for DCP/day 90 for MRP” and the actual 
start of the closing).

Increasing national and 
international recognition
•	 The objective to have six applications for 

which Belgium acted as rapporteur for 
medicines for human use authorised via 
the CP has been reached.

•	 The objective to have ten applications for 
which Belgium acted as RMS for medicines 
for human use authorised via MRP and 
DCP was reached as well.

•	 Simplification of the validation process 
for DCP and MRP. The CMDh worked on 
validation issues and closed an agreement 

with all member states in order to divide 
the questions during the validation phase 
into Validation Issues and Non-Validation 
Issues. This allows the RMS to start the 
procedure when the Validation Issues have 
been solved.

•	 Improvement of communication within 
the division via monthly meetings by 
each unit, feedback of CMDh and CHMP 
meetings in order to deepen regulatory 
knowledge and keep it up-to-date.

•	 Representation of the FAMHP at CMDh 
level. The Belgian CMDh member takes 
part in the monthly meeting of the CMDh 
at the offices of the EMA in London. This 
includes active participation in discussions 
regarding the regulatory and scientific 
matters to provide answers and to promote 
the harmonisation of the regulation of 
medicines for human use among member 
states. Interventions are made in cases 
of disagreement between member states 
regarding DCP and MRP procedures in 
order to defend and explain the position of 
the FAMHP.

•	 At these meetings, matters are coordinated 
and the competent authorities share their 
viewpoints and experiences in order to 
develop proposals regarding the European 
regulatory system in the field of medicines.

•	 Support of the Belgian CHMP members.
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MRP, DCP and NP

405 applications were closed for the MRP, 
DCP and NP procedures.

The number of applications received (IN) and 
number of applications closed (OUT) for the 
year 2010.

Applications Total

IN 402

oUT 405

CP

The number of applications received (IN) and 
number of applications closed (OUT) for the 
year 2010.

Applications Total

IN 271

oUT 301

The number of applications received (IN) per 
type of CP and per role played by Belgium 
(rapporteur/co-rapporteur) for the year 2010.

Type of procedure IN Total

CP CoRAP FUM 97

CP CoRAP II ANA 9

CP CoRAP II CLIN 30

CP CoRAP NEW 1

CP CoRAP X 6

CP CoRAP RQ 5

CP RAP FUM 71

CP RAP IB 7

CP RAP II ANA 13

CP RAP II CLIN 18

CP RAP NEW 2

CP RAP X 3

CP RAP RQ 9

271

The number of applications closed (OUT) per 
type of CP and per role played by Belgium 
(rapporteur/co-rapporteur) for the year 2010.

Type of procedure oUT Total

CP CoRAP FUM 100

CP CoRAP II ANA 15

CP CoRAP II CLIN 30

CP CoRAP NEW 1

CP CoRAP X 1

CP CoRAP RQ 3

CP RAP FUM 93

CP RAP IB 3

CP RAP II ANA 16

CP RAP II CLIN 24

CP RAP NEW 2

CP RAP X 1

CP RAP RQ 12

301

Figures
in 2010

Balance of the Marketing Authorisation Division (human) for 2010
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Homeopathic & Herbal Medicines Unit

Key tasks
The role of the Homeopathic & Herbal 
Medicines Unit is the granting and 
monitoring of registrations and MA of 
homeopathic and herbal medicines. This 
unit is entrusted with the assessment and 
file management in the broadest sense 
of registration and MA applications for 
homeopathic and herbal medicines, and with 
processing applications or amendments of 
such registrations and existing MA. Various 
file managers and assessors are responsible 
for managing the applications and for the 
assessment of quality, safety and efficacy of 
the medicines. The unit also collaborates in 
the supply of scientific-technical advice STA.

The Homeopathic & Herbal Medicines 
Unit coordinates the tasks and provides the 
secretariat function for two independent 
commissions:
•	 Commission for homeopathic medicines 

for human and veterinary use (HCG-HCM)
•	 Commission for herbal medicines for 

human use (CKG-CMP)

Efficient execution of tasks
Homeopathic medicines have been on the 
market for a long time by now. The regulators 
have implemented measures to apply controls 
to this market taking into account the 
developments at European level. In Belgium, 
in a first phase all homeopathic medicines on 
the market had to be notified in preparation 
of their registration/authorisation. 
Approximately 18,000 homeopathic 
medicines were notified, and the phased 
registration/authorisation procedure is 
ongoing.
Each new homeopathic medicine that has 
not yet been notified needs to be registered/
authorised before it can be placed on the 
market. Two procedures were described in 
this regard in the RD of 14 December 2006 
(articles 38 and 41 amongst others). Currently 
there are various ongoing registration 
procedures and procedures for obtaining an 
MA. The HCG-HCM plays a crucial role in 
the assessment of these applications.
The Homeopathic & Herbal Medicines 
Unit is also responsible for the assessment 
and file management of applications 
for herbal medicines, more specifically 
regarding new applications for registration 
and authorisation, as well as for processing 
applications for changes to registrations and 
MA for herbal medicines. For this purpose, 
a file manager and various assessors work 
closely together with the CKG-CMP.

Increasing national and international 
recognition
The Homeopathic & Herbal Medicines Unit 
took part in meetings of the HMPWG at 
European level. Belgium acted as rapporteur 
for the FSD project. Three new documents 
concerning FSD were finalised and published 
on the HMA website in May 2010.
In regard with the Justification of Homeopathic 
Use project, a Points to Consider on the 
Justification of Homeopathic Use document 
was finalised and approved by the HMPWG 
and published on the website of the HMA in 
May 2010. After that, the unit passed on the 
rapporteurship for this project to France.

Additionally, the unit is represented at 
the EDQM, group HMM, in the context 
of drawing up the general monograph 
concerning preparation methods 
for homeopathic raw materials and 
deconcentration.

At the start of 2008, the independent 
CKG-CMP was established, which continued 
its activities in 2010.
This Commission also closely collaborates 
with the HMPC and in this way contributes 
to the preparation of the monographs by the 
assessors.
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Bilan 2010 - homeopathic medicines

Module 3 Module 5 Module 4

Assessment of new 
applications

Complexes 8 4 1

Pharmaceutical forms

Dilutions 2

Unitarians 10

Publicity files “Gentlemen 
agreement”

5 10

Answering of questions Complexes 14 7 1

Pharmaceutical forms 30

Authorisations 10

Unitarians 23

Publicity files “Gentlemen 
agreement”

2 7

2010 was the year in which the FAMHP 
granted the very first MA for a homeopathic 
medicine to its applicant. An important 
signal to stakeholders, which demonstrates 
the role of the FAMHP in making controlled 
medicines available to the population 
regardless of the therapeutic technique 
preferred by the patient.

A number of meetings with stakeholders were 
organised concerning current and future 
issues (important themes: bilan, MRP, 

submission calendars and generic applications - 
cross references, No Assay threshold, FAMHP:  
Ethanol in children position paper).

Bilan 2010 - herbal medicines

In 2010, 64 applications for herbal medicines 
were closed.
As experts in the field of herbal medicines, 
the unit participates in the preparation of 
opinions. It takes part in meetings of or 
prepares advice for the Mixed Commission 
with its Chamber for medicines for human 
use and its Chamber for medicines for 
veterinary use.
In this regard it prepared a European project 
about borderline products and initiated a 
European Borderline Assessment Network.

The unit also has been investing a lot of 
energy in providing information related to 
the regularisation of preparations based on 
herbals in the context of traditional herbal 
medicines and will continue to do this in the 
future with the objective of protecting public 
health.
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Medicines for Veterinary Use Division

The Medicines for Veterinary Use Division 

deals with various tasks related to the 

marketing of medicines and medical devices 

for veterinary use.

Key tasks
The main task of the Medicines for Veterinary 
Use Division consists of validating, file 
managing and closing applications following 
the NP, MRP or DCP for:

•	 MA applications;
•	 Analytical and clinical variations;
•	 Five-yearly renewals (RQ).

Additionally, the division is responsible 
for the authorisation of clinical trials with 
veterinary medicines, authorisations for 
medical devices for veterinary use and parallel 
import. Next to that, the division needs 
to ensure the transversality of veterinary 
subjects within the Agency. The division 
collaborates closely with the Commission for 
medicines for veterinary use by providing 
administrative and logistic support for 
the execution of its tasks. The division has 
reached most of its objectives for 2010 thanks 
to the excellent sense of responsibility of its 
staff.

Efficient execution of tasks
•	 MA application 

The division managed various MA 
applications in 2010. The number 
of applications via the NP and MRP 
diminishes every year in favour of the DCP. 
The percentage of new MA applications 
submitted via the DCP showed and 
increase of 52% in 2010 as compared to 
2009. 
For applications submitted via the NP 
and the MRP, the number of closed 
applications is significantly higher than the 
number of new applications submitted in 
2010. The opposite trend can be observed 
for the DCP due to the significant increase 
of applications submitted in 2010 and 
the duration of the procedure. A MA 
application submitted via the DCP is 
seldom closed in the same calendar year.

•	 Analytical and clinical variations 
The number of type IA, IB and II variations 
managed does not show a significant 
increase in 2010 as compared to the 
previous year. 
The number of closed variations, however, 
is higher than the number of variations 
submitted in 2010, both for the NP and the 
MRP. As a consequence, the backlog was 
reduced by at least 79 dossiers in the case 
of type I variations and by 92 dossiers for 
type II variations. The implementation of 
Commission Regulation No. 1234/2008 on 

variations has contributed to the increase 
in the number of closed applications.

•	 Five-yearly renewals (RQ) 
In 2010, the Medicines for Veterinary Use 
Division closed a lot more applications for 
five-yearly renewals than it received new 
applications for renewals. That is why one 
of the objectives, i.e. a significant decline 
of the backlog in five-yearly renewals, was 
realised. 
The backlog for the NP was reduced by at 
least 195 dossiers for five-yearly renewals.

DG PRE
authorisation

R&D Division 
(human)

Assessors Division

Medicines
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Marketing Authorisation 
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(human)
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Figures
in 2010

The number of applications submitted 
and closed in 2010.

For each category except for the DCP the 
number of closed applications was higher 
than the number of applications submitted. 
We can therefore clearly observe a catch-up 
operation.

IN 2009 oUT 2009 IN 2010 oUT 2010 Difference 
between IN 

and oUT 2010

NP IA & IB variations 695 705 640 664 -24

 Type II variations 121 128 64 121 -57

 RQ 83 201 35 230 -195

 MA 17 22 2 15 -13

 clinical trials 19 14 19 23 -4

MRP IA & IB Variations 564 438 652 717 -65

 Type II variations 92 112 84 119 -35

 RQ 71 57 56 72 -16

 MA 36 43 26 34 -8

DCP MA 79 56 120 72 48

Total 1,777 1,776 1,698 2,067 -369
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Decline of the backlog

The table makes it clear that in the course 
of 2010 the Medicines for Veterinary Use 
Division has processed 369 applications more 
than the number of applications submitted. 
This results in a significant decline of the 
backlog.

Concerning the NP, the table below shows 
that the historical backlog (national), which 
existed before the FAMHP was established, 
has more or less disappeared.

Increasing national and international 
recognition
•	 In 2010, staff members of our division 

took active part in different meetings 
concerning veterinary subjects. These were 
predominantly the formal and informal 
meetings of the CVMP and CMDv, which 
were organised in the context of the 
Belgian presidency of the Council of the 
European Union.

•	 The division also took part in the 
monthly meetings of the CMDv via its 
representative.

•	 Additionally, staff members of the division 
also attended other international meetings, 
including the TOPRA meeting.

•	 In order to speed up the assessment of 
certain applications, a partnership protocol 
was implemented in 2010 with the United 
Kingdom and Ireland.

•	 Staff members of the division participated 
in the publication of the waiting periods 
and of the FAQ on the internet, and took 
on the follow-up of the mailbox infovet@
fagg-afmps.be.

Other realisations of the division
•	 Processing of applications for 

authorisations for clinical trials with 
veterinary products.

•	 Processing of applications for 
authorisations for medical devices for 
veterinary use.

•	 Processing of applications for 
authorisations for parallel import.
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Evolution	in	the	number	of	pending	applications	for	medicines	for	veterinary	use	national	2007-2010.
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Assessors Division

Key tasks
The main task of the division is the 
assessment of scientific data in support of 
diverse external applications (for, among 
other things, scientific advice, clinical trials 
and MA applications).
Additionally, the assessors represent the 
FAMHP in most of the international 
scientific committees and working groups. 
The division’s scientific expertise is also 
utilised to contribute to the national and 
international recognition of the FAMHP. In 
order to execute these tasks, it is essential 
to continue to build up and reinforce our 
expertise.

Organisation
The division consists of four teams of 
assessors:
•	 the group of quality assessors;
•	 the group of non-clinical assessors;
•	 the group of clinical assessors;
•	 the group of clinical assessors for 

medicines for veterinary use.

Efficient execution of tasks
•	 These tables give an overview of the 

number of assessment reports delivered by 
the assessors in 2010.

•	 To appoint an assessment task efficiently 
to the most suitable assessor and to 
formulate a clear opinion on the basis of 
the report, good collaboration with the 

internal stakeholders is a necessity. In 2010 
we therefore made an effort to improve the 
collaboration with the other divisions of 
the FAMHP.

•	 An important objective for 2010 was the 
further reduction of the backlog in MA 
applications via the NP.

•	 A different situation in each specific team 
is observed:
 - The quality assessors have completely 
reduced their backlog before the end of 
2010.

 - As for the non-clinical team, the backlog 
has temporarily increased by a small 
amount. Now that the team has been 
reinforced, they will be able to reduce the 
backlog in the first part of 2011.

 - The clinical assessors were able to pursue 
the decline of the number of pending 
applications, which started in 2009. After 
that, however, the number of applications 
pending for clinical assessment increased 
again. A first measure to cope with this 
issue was to subcontract a set of type II 
variations. After the recruitment of junior 
assessors as scheduled in the first half of 
2011, the team should be able to reduce 
the backlog by the end of 2011.

 - The number of applications concerning 
veterinary medicines pending for 
assessment in the renewal procedure has 
declined by 50% in the course of 2010 
(from about 130 to 65 products).

•	 An action plan to optimise the quality of 
the assessment reports has been developed. 
After working out further details and 
validation, its implementation will start in 
2011.

Figures
in 2010

DG PRE
authorisation

R&D Division 
(human)

Assessors Division

Medicines
for Veterinary Use

Division

Marketing Authorisation 
Division
(human)
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	 Quality Non-clinical Clinical BE/PK

First round From second 
round

First round From second 
round

First round From second 
round

First round From second 
round

Total

MA
National	new
National	variation	&	RQ
MRP	&	DCP
CP

47 61 21 33 20 27 1 14 224

235 322 46 27 170 71 9 4 884

61 84 41 36 174 187 152 121 856

45 10 30 17 72 44 12 2 232

scientific advice 41 0 96 0 17 0 14 0 168

Clinical trial 236 25 294 69 1 0 0 0 625

Total 665 502 528 182 454 329 188 141 2,989

	 Quality Clinical

First round From second round First round From second round

MA 	 	 	 	 Total

	 National	new 7 17 6 17 47

	 National	variation	&	RQ 100 47 37 93 277

	 MRP	&	DCP 2 1 30 13 46

	 CP 6 5 45 40 96

scientific Advice 2 0 3 0 5

other 0 0 8 0 8

Total 117 70 129 163 479

Number of assessment reports for medicines for human use

Number of assessment reports for medicines for veterinary use

Figures
in 2010
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Development and reinforcement of the 
scientific expertise
•	 Actions were taken to reinforce the 

Assessors Division, taking into account the 
results of an analysis of the qualitative and 
quantitative needs executed at the end of 
2009.

•	 In collaboration with the WIV-ISP some 
critical profiles were hired. Additionally, 
a selection exam via Selor and an internal 
selection procedure was organised to 
recruit junior assessors.

•	 The division now consists of:
 - The group of quality assessors specialised 
in chemical and biological products, 
medicines based on herbals and, thanks 
to a recent recruitment in collaboration 
with WIV-ISP, also in advanced therapies 
(ATMP);

 - The non-clinical group has been 
reinforced via internal selection. The 
various assessors each have their field 
of expertise, such as vaccines, ATMP, 
biosimilars, early phase studies and 
paediatrics;

 - Within the group of clinical 
assessors, two staff members 
focus on bioequivalence (BE) and 
pharmacokinetics (PK) while others are 
responsible for the follow up of one or 
more pharmacotherapeutic domains. 
Unfortunately, we were not yet able 
to reinforce this team in 2010, in part 

because two senior assessors have left and 
also because of the required investment 
to select and train their substitutes. At the 
beginning of 2011, after terminating the 
selections via Selor, we can start working 
on the reinforcement of the group of 
clinical assessors;

 - The group of clinical assessors for 
medicines for veterinary use are each 
responsible for the follow up of a number 
of specific domains;

 - New fields of expertise under 
development are biostatistics and clinical 
trial methodology. The relevant assessors 
that have been recruited in cooperation 
with the WIV-ISP will join the division at 
the beginning of 2011;

 - Additionally, we worked on the 
reinforcement and completion of the 
network of external experts, for instance 
in the spearheads. An inventory has been 
made of the expertise available via the 
expert database.

Increasing national and international 
recognition
•	 The Assessors Division made a significant 

contribution to the meetings organised in 
the context of the Belgian presidency of 
the Council of the European Union. The 
assessors provided amongst other things 
the Belgian representative for five out of 
six scientific committees of EMA, that each 
organised one informal meeting.

•	 Next to representing the FAMHP at 
scientific committees, the assessors also 
participate in an important number of 
scientific working groups at national and 
international level. This was also the case 
in 2010, for example by supporting the 
presidency of the non-clinical working 
group of the PDCO, by acting as rapporteur 
for a number of directives in the SWP of 
the CHMP and in the working groups of 
the HMPC and by the coordination of a 
number of activities on vaccines.

•	 Presentations were given at international 
conferences and contributions to a number 
of scientific publications were assured.

•	 Several assessors also contributed to 
the recognition of the FAMHP by the 
training they assure in cooperation with 
universities, other competent authorities, 
the EMA and professional associations.
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scientific-Technical Advice & Knowledge Management Unit

Key tasks
In April 2009, from within the DG PRE 
authorisation a new centralised service 
was implemented for the processing of 
requests for national scientific and/or 
technical (e.g. regulatory) advice (STA). This 
resulted in the establishment of the unit 
for national Scientific-Technical Advice & 
Knowledge management within the DG PRE 
authorisation.

This unit provides applicants with the 
opportunity to apply for national STA 
regarding the research and development 
of medicines for human and veterinary use 
in view of possible applications for clinical 
trials, MA or variations of existing MA of 
medicines. The major objective of this unit 
when providing national STA to applicants 
is to encourage the development of new 
medicines as much as possible and to 
facilitate this from a regulatory perspective, 
motivated by a concern to make innovative 
medicines available to patients as soon as 
possible.

The key task of the unit is to ensure a 
centralised, efficient and transparent service 
that guarantees the processing of national 
STA applications within the legally provided 
term. In close cooperation with the Assessors 
Division of the DG PRE authorisation, the 
most suitable internal or external assessors 

need to be selected and involved for each 
STA application in order to be able to deliver 
a pointed advice of high quality. Absolute 
confidentiality must be ensured and possible 
conflicts of interest of the involved parties 
must be avoided.

Next to that, the unit also provides a 
consistent follow-up of national and 
European opinions formulated earlier on, 
for instance via the FAMHP representation 
at the SAWP and SAWP-V, CAT, CHMP of 
the EMA. Ensuring the consistent follow-up 
of previously given opinions is extremely 
important in order to guarantee the quality 
and consistency of the national STA of 
the FAMHP. In this context the unit also 
collaborates transversally with the various 
divisions and units within the FAMHP.

Organisation
The unit’s staff is responsible for the 
general and substantive coordination of 
the STA applications, file management, 
logistic support and conflict of interest 
(COI) management. In 2011 the unit will be 
expanded with a file manager.
Evidently, the unit needs to consult for each 
STA application the regulatory and scientific 
expertise available within the FAMHP.

Scientific-Technical Advice (STA)

Efficient execution of tasks

The number of national and European applications 
managed in 2010

IN oUT

National applications 29 26

European 
applications

57 57

Out of 29 national applications for STA 
submitted 26 were closed in 2010; three were 
closed early 2011 within the legally provided 
terms. All 57 European scientific applications 
submitted were closed in time. Thus, Belgium 
was responsible for 14% of all European 
scientific apllications.
•	 In order to assign the assessment tasks 

efficiently to the most suitable internal or 
external assessor and in order to formulate 
a clear advice based on their findings, 
efficient cooperation with the internal 
stakeholders is a necessity. That is why 
in 2010 the unit has been working on the 
enhancement of its collaboration with the 
other divisions of the FAMHP.

•	 An important objective in 2010 was to 
ensure the basic services to the external 
stakeholders; especially within the three 
spearheads of the FAMHP that each have 
their focus in the DG PRE authorisation, 
i.e. VACCINES, EARLY PHASE 
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Knowledge management

A second important basic task of the 
Scientific-Technical Advice & Knowledge 
Management Unit consists of the 
development and support of knowledge 
management within the FAMHP.

Within the framework of the Knowledge 
management project, for which the 
director-general of the DG PRE authorisation 
is the sponsor within the FAMHP, a number 
of pilot initiatives were realised in 2010:

•	 The Supportive Unit has developed a 
database in order to make an inventory of 
all trainings (including external trainings, 
certified trainings, foreign missions) and 
the recurrent missions in which staff 
members of the DG participate. In 2011, 
reports will continue to be made based on 
the data collected in this database.

•	 From within the Proper Use Division an 
umbrella inventory of the FAMHP was 
made summing up all scientific books 
and journals available within the Agency. 
Next to that, the collection of electronic 
scientific journals has been expanded in 
2010 in collaboration with various federal 
services and Fedict.

•	 A pilot project was started within the 
framework of a central archiving of 
presentations that have an added value to 

contributed in a positive way to the 
national and international recognition of 
the FAMHP.

Development and reinforcement of the 
scientific expertise
•	 In order to provide pointed and high 

quality STA, the availability and adequate 
input of the appropriate scientific and/or 
technical, regulatory expertise is essential. 
In this context, additional investments in 
specific domains of expertise, within for 
instance the Assessors Division, realised 
in 2010, will undoubtedly have a positive 
impact on the national and European STA 
service in 2011.

•	 In addition, this unit actively participated 
in the systematic reinforcement and 
completion of the external network of 
expertise, including in the spearheads. 
The unit’s objective in 2011 is to establish 
new strategic partnerships and to provide 
support to initiatives to improve the 
existing partnerships and interaction 
mechanisms with external assessors, 
among other things in view of the 
further development, consolidation and 
dissemination of externally available 
expertise.

DEVELOPMENT and ONCOLOGY.
•	 In 2010, a document has been developed 

for external stakeholders to clarify 
the scope and procedures of national 
STA applications versus other types of 
requests for advice (e.g. portfolio meetings, 
pre-submission meetings, eCTA pre-submission 
meetings, FAQ).

•	 The further structural development and 
refinement of the unit’s tasks within 
the new organisational structure is an 
important objective for 2011. Ensuring the 
quality and consistency of the formulated 
advices and also the timely handling of STA 
applications within the legal deadlines, will 
be the main focus.

•	 After further refinement and validation 
(in consultation with all stakeholders), the 
implementation of the communication 
plan for the promotion of the national STA 
service in 2011, will be started.

Increasing national and international 
recognition
•	 Due to the establishment and initial 

organisation of the new unit, the first 
foundations of an efficient STA service 
at national level have been put in 
place. Additionally, the strong Belgian 
representation at SAWP level and the 
SAWP-related activities organised in 
function of the Belgian presidency of the 
Council of the EU in 2010 have certainly 
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staff members of our DG. Staff members 
are being asked to systematically send the 
presentations they have made themselves 
or have received in the context of trainings 
and missions to the Supportive Unit, 
accompanied by a few key words that 
should enable search queries. In 2011, the 
first results of this project will be evaluated.

•	 An archive was set up of all publications 
in scientific and trade journals to which 
staff members of the DG made an active 
contribution. In 2010, eleven publications 
were collected for which DG PRE 
authorisation staff functioned as the (co) 
authors.

•	 A first important step was made to 
centralise all assessment reports.

In 2011, the Knowledge management project 
will especially focus on defining criteria 
for the identification of critical knowledge 
and on developing a practical methodology 
for the consolidation of present (critical) 
knowledge and also the transfer of knowledge 
from experienced staff members to less 
experienced colleagues.

Additionally, attention will be given to 
drawing up an action plan to answer the most 
critical needs for training within the DG PRE 
authorisation and also transversally across the 
FAMHP.
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Pharmacopeia/API Unit

Key tasks
The main tasks of the unit are:

•	 Contribute to improving the quality of 
pharmacy made and officinal preparations;

•	 Process applications for authorisations;
•	 Process applications concerning the 

work of the European Pharmacopoeia 
Commission.

Efficient execution of tasks
Contribute to improving the quality of 
pharmacy made and officinal preparations by:

•	 Making the Therapeutic Magistral 
Formularium (TMF-FTM) available to 

pharmacists. The start-up of the TMF-FTM 
for doctors was also brought to a successful 
conclusion. In order to realise this project, 
the assistance of MFK, an association that 
promotes pharmacy made preparations, 
turned out to be very useful. This association 
brings together representatives of the two 
main professional associations of pharmacists 
(APB and OPHACO) and the representatives of 
manufacturers of raw materials.

•	 The revision of the RD of 19 December 1997 
to improve the quality of raw materials used 
by retail pharmacists. The revision is still 
ongoing and should ensure a better quality of 
raw materials that are on the market amongst 
others by requesting, every distributor of 

raw materials - who is in line with the 
regulations - to obtain a distribution licence, 
which is not the case at the moment.

Process applications for authorisation within 
the prescribed or legal deadlines:
•	 Thanks to the constructive and efficient 

collaboration between companies, 
assessors and file managers of this unit, the 
applications were processed in time, with 
only a minor backlog.

Number of applications for authorisations ongoing in 2010

	 submitted Authorised Pending on 
company level

Pending on 
administration 

level

Pending on 
assessors level

Possible 
authorisation

Total 1,552 739 351 126 1 335

situation on 31 December 2010

Total number of applications for authorisations to be processed in 2010 1,552 100.00%

Total number of authorisations granted in 2010 739 47.62%

Remaining number of applications for authorisations pending on 31 December 2010 813 52.38%

of which: Pending on company level 351 43.17%

 Pending on administration level 126 15.50%

 Pending on assessors level 1 0.12%

 Ready to be granted 335 41.21%
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Increasing national and international 
recognition
Timely processing of applications concerning 
the work of the European Pharmacopoeia 
Commission:

•	 No backlog was recorded in the Belgian 
share of the activities of the European 
Pharmacopoeia Commission, according to 
the standards prescribed by the Guide for 
the Work of the European Pharmacopoeia.

In 2010, the Pharmacopeia/API Unit 
developed an electronic version of the TMF 
for pharmacists project and made progress in 
the revision of the RD concerning the quality 
of raw materials used in retail pharmacies 
(RD of 19 December 1997 concerning the 
control and analysis of the raw materials used 
by retail pharmacists).

Furthermore, the unit focused on its legal 
obligations and on Belgium’s participation 
in the work of the European Pharmacopoeia 
Commission, and in a broader sense, of the 
EDQM.
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Priorities in 2011
Next to an efficient continuation of the 
current tasks, more attention will go to the 
following projects in 2011:

•	 TMF-FTM: publication and dissemination 
of the TMF-FTM for doctors (Q1/Q2 2011).

•	 Raw materials:
 - Completion and publication of the 
revision of the RD concerning the control 
and analysis of the raw materials used by 
retail pharmacists;

 - Editing of the RD concerning raw 
materials for limited use (former “orphan 
raw materials”). 



The Directorate-General PosT authorisation or all 
activities following approval of the first marketing authorisation 
for a medicine or health product

The DG POST authorisation contributes to the realisation of the Agency’s objectives by 

performing its daily tasks within the four divisions. Each division is organised into specific 

units according to competency in a particular domain.

The Marketing Authorisation Division 
(Variations & Renewals) deals with all 
procedures for the amendment (variations) 
or renewal of marketing authorisations (MA). 
This division also processes authorisations 
for the parallel import of medicines for 
human use.

The vigilance activities of the Agency are 
centralised in the DG POST authorisation. 
Vigilance activities consist of the collection 
of information, the evaluation of this 
information and taking appropriate measures 
that may apply to medicines for human 
or veterinary use (pharmacovigilance), to 
medical devices (materiovigilance), blood 
products (haemovigilance), and human tissue 
material (biovigilance).

The Proper Use Division is responsible 
for the publication of objective 
pharmacotherapeutic information about 
medicines and health products, hereby 
ensuring access to this information to 
healthcare professionals and patients. This 
division also introduces standards in the area 
of advertising and information campaigns 
that make reference to medicinal products 
and manages the visa procedure and 
procedure for the publication of publicity 
intended for the general public.

Vanessa
 Binamé

In
 th

e w

ord
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f Vanessa Binamé, director-general of the D
G

 PO
ST

 authorisation.

Marketing Authorisation 
Division  

Variations & Renewals

Vigilance Division 
(pharmaco, materio,

haemo, bio)

Health Products Division

Proper Use Division

DG POST
authorisation
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The FAMHP’s activities concerning 
health products, by which we refer to 
medical devices, blood, cells and tissues, 
are coordinated and supported by the 
Health Products Division of the DG 
POST authorisation. The Division is also 
responsible for the follow-up of notifications 
of medical devices, for authorisation of 
facilities for human tissue material and 
for the pricing of blood products, cells and 
tissues.

In 2010, we recorded on top of our key tasks 
a significant contribution to the organisation 
of informal meetings scheduled by the 
FAMHP on the occasion of the Belgian 
presidency of the Council of the EU.

As the main objectives in 2011, I foresee 
the further development of the DG POST 
authorisation, with a focus throughout the 
entire DG on the implementation of the 
development cycles for all members of staff 
and the embedding of an integrated quality 
system.

‘An important objective 
will be the further 
development of the DG 
PosT authorisation, with 
the development cycles 
for all members of staff 
and the embedding of an 
integrated quality system,

Vanessa Binamé
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Marketing Authorisation Division (Variations & Renewals)

•	 On 1 September 2010, the processing 
of national five-yearly renewals was 
transferred to the Marketing Authorisation 
Division (Variations & Renewals). In the 
past, these types of applications were 
processed by the Vigilance Division. As 
a result of this transfer, the Vigilance 
Division can concentrate on its own 
activities and the method for managing 
and closing five-yearly renewals can be 
optimised within the DG.

•	 Transfer of the evaluation of analytical 
variations type IB and the management of 
national analytical variations type II to the 
file managers.

•	 Widening of the scope of variations 
without impact.

•	 Number of MA applications processed: 
11,094.

In 2011, the further reduction of the backlog 
of MA-applications is high on the agenda.

On 1 January 2010, the new regulation for 
variations in the field of management of MA 
applications of medicines for human use was 
introduced successfully.

In the course of 2010 numerous procedures 
were improved, making file management 
increasingly efficient:

•	 A simplified procedure was 
developed for the implementation 
of the European pharmacovigilance/
safety recommendations. These 
recommendations are now integrated 
within 30 days in the SPC for healthcare 
professionals and in the Product 
Information Leaflets (PIL).

•	 Applications in the context of variations 
inherent to the evaluation of a Periodic 
Safety Update Report (PSUR) are processed 
by the same expert, so as to increase 
coherence and a better use of resources for 
these two types of applications.

•	 Since a few years, the Agency focuses 
on improving its productivity and 
quality regarding the finalisation of the 
different applications falling within its 
competencies. This year once more, its 
efforts paid off: we managed to close 1,225 
PSUR applications and we closed 3,377 
MA applications more than the amount 
submitted in the same period.

Marketing Authorisation 
Division  

Variations & Renewals

Vigilance Division 
(pharmaco, materio,

haemo, bio)

Health Products Division

Proper Use Division

DG POST
authorisation
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The key task of the Vigilance Division 
(pharmaco, materio, haemo, bio) is to monitor 
the safety in use of medicinal products for 
human or veterinary use (pharmacovigilance), 
of medical devices (materiovigilance), of blood 
and unstable blood derivatives of human origin 
(haemovigilance), and of human tissue material 
(biovigilance). This responsibility includes the 
collection of information, the evaluation of this 
information and taking appropriate measures 
where applicable.

The most important tasks of the division are:

•	 The collection and evaluation of:
 - individual reports of adverse reactions 
originating from MA holders and 
healthcare professionals (medicines for 
human and veterinary use);

 - periodic reports in the area of 
pharmacovigilance (PSUR) (medicines for 
human and veterinary use);

 - annual safety reports regarding clinical 
trials (ASR) for trials carried out with 
medicines authorised in Belgium (human 
medicines);

 - incidents following the use of medical 
devices;

 - information concerning serious adverse 
events and reactions with blood and 
blood components;

 - information concerning serious adverse 
reactions and events with human tissue 

material; since 1 December 2009 it is 
mandatory to report such events in 
accordance with the publication of the 
RD of 28 September 2009. Since 2008 
reporting has taken place on a voluntary 
basis while awaiting publication of the 
above mentioned decree.

•	 Participation in the evaluation of 
applications for five-yearly renewals 
(medicines for human and veterinary use).

•	 Participation in activities within the scope 
of European pharmacovigilance (medicines 
for human and veterinary use).

•	 Dissemination of information in the area 
of pharmacovigilance for the attention of 
healthcare professionals and the public.

•	 Implementation of the measures proposed 
after evaluation of the pharmacovigilance 
data (medicines for human and veterinary 
use).

•	 This is done in collaboration with 
the Marketing Authorisation Division 
(Variations & Renewals) of the DG POST 
authorisation and with the DG PRE 
authorisation.

•	 Implementation of the measures proposed 
after the evaluation of materio-, haemo- 
and biovigilance data.

Vigilance Division (pharmaco, materio, haemo, bio)

Marketing Authorisation 
Division  

Variations & Renewals

Vigilance Division 
(pharmaco, materio,

haemo, bio)

Health Products Division

Proper Use Division

DG POST
authorisation
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In general, we observe a considerable rise in 
the number of vigilance files. As we see in the 
table, we were able to catch up on the backlog 
of PSUR and the number of files still to be 
handled amounts to the normal rate and time 
necessary for the processing of a PSUR.
The decrease in the backlog of RQ and 
reports to be introduced into EudraVigilance 
has undergone a positive evolution in 2010.

The actions undertaken within the scope of 
the PROACTIVE VIGILANCE spearhead have 
been included in the present annual report in 
the spearheads section.

Activity 2009 2010 Trends 2009-2010

Pharmacovigilance of medicines for human use

PsUR 1,891 1,667 -11.8%

Individual reports of 
adverse reactions

4,244 	4,946 +16.5%

Pharmacovigilance of medicines for veterinary use

PsUR 294 394 +34.0%

Individual reports of 
adverse reactions

134 246 +83.6%

Materiovigilance

Number of reports 1,038 1,468 +41.4%

Haemovigilance

Number of serious adverse 
events and reactions

905 911 +0.7%

Biovigilance

Number of serious adverse 
events and reactions

8 22 +175.0%

EudraVigilance backlog
( January 2005-April 2008): Trend in % of reports still to be handled

Electronic forms 31% 25% -19.4%

Yellow paper forms 70% 34% -51.4%

Figures
in 2010
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Balance of the Vigilance Division 
(pharmaco, materio, haemo, bio) for 
the year 2010

•	 In the field of pharmacovigilance of 
medicines for human use, the Active 
pharmacovigilance project was continued. 
An important feat in this regard was the 
launch of the website www.gelefiche.
be-www.fichejaune.be, which healthcare 
professionals can use to report adverse 
effects online.

•	 Since May 2010, the FAMHP publishes 
an electronic newsletter on its website, 
the VIG-news, giving the latest relevant 
information on pharmacovigilance.

•	 Next to this, the awareness campaigns 
at universities and in hospitals were 
continued and a number of actions have 
been scheduled in 2011, such as training 
sessions including the introductions of the 
new online reporting tool.

•	 Finally, the FAMHP is a key player in 
the amendment of Directive 2001/83 and 
Regulation 726/2004, which will cause 
circumstantial changes in the current 
regulatory framework of pharmacovigilance 
of medicines for human use.

•	 In the field of pharmacovigilance of 
medicines for veterinarian use, the 
publication by the FAMHP of the waiting 
times was complemented with an initiative 
to collect distribution data and follow up 

on the selection of antibiotics resistance.
•	 In the field of materiovigilance the 

Evaluation commission for medical devices 
was renewed. In this way, we could expand 
our network of external experts in the field, 
which will add to the overall quality of 
evaluations.

•	 In follow-up of the system introduced 
in November 2010 regarding 
pharmacovigilance of medicines for 
human use, the FAMHP continued the 
development of an online reporting system 
in the context of haemovigilance to report 
serious adverse reactions and events having 
to do with blood and blood derivatives. 
The system has already been tested with 
the voluntary participation of a number of 
hospitals and blood facilities and should be 
operational at the beginning of 2011.

•	 In the field of biovigilance, the FAMHP 
gave a presentation at the request of the 
Belgian association of tissue banks in order 
to sensitise the executives of human tissue 
banks.

•	 In preparation of the launch of the 
development cycles of the Vigilance 
Division in 2011, all members of staff 
dispose of a reporting system with a 
number of indicators. This should enable 
them to make more accurate estimates of 
the time required to execute different tasks.

2011 promises to be a busy year, with 
a focus on the introduction of a new 
structure within the Vigilance Division 
and the implementation of a new Directive 
on pharmacovigilance of medicines for 
human use and the launch of the online 
reporting system for haemovigilance. Next 
to that, the awareness campaigns regarding 
pharmacovigilance of medicines for human 
use, amongst other things via training 
sessions including the presentation of the 
new online reporting system will continue in 
2011.
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Human tissue material
The law of 19 December 2008 concerning 
the acquisition and use of human tissue for 
medicinal purposes in humans or scientific 
research came into effect on 1 December 
2009.

Next to previously authorised facilities 
for human tissue material of which the 
authorisation expired on 31 December 2009, 
85 applications were submitted by new 
facilities. On 31 December 2010, Belgium 
counted 136 active human tissue facilities.
In the past year, after inspection:

•	 58 definitive authorisations were issued;
•	 one authorisation was refused;
•	 seven applications for authorisation were 

withdrawn at the request of the applicant.

The remaining facilities can count on 
a temporary authorisation, until the 
implementation of a decree concerning the 
application for authorisation.
One authorisation for a blood transfusion 
facility was extended.

Still in 2010, a Ministerial Decree was 
proposed for the determination of the new 
prices for the donation of human tissue 
material in the administrative circuit. This 
decree should be ratified in the beginning of 
2011. It concerns: amniotic membranes for 

dermatological and ophthalmologic use and 
cortical bone powder with osteo-inductive 
capacity.

Medical devices
In 2010, the amendments by the European 
Directive 2007/47/EG (implemented in the 
Belgian legislation in the Royal Decrees of 
21 January 2009 and of 17 March 2009) to the 
European Directives 93/42/EEG concerning 
medical devices and 90/385/EEG concerning 
active implantable devices, came into effect. 
In this context, the Health Products Division 
took part in the elaboration of the European 
guideline concerning the reporting of adverse 
effects during clinical trials with medical 
devices.

In July 2010, the Evaluation commission 
for medical devices, with an amended 
composition since the Royal Decrees of 21 
January 2009 and 17 March 2009, gathered for 
the first time.

In 2011, the development of a reliable 
database for medical devices has been 
planned.

•	 Approval within the scope of the care plan 
- diabetici: 3

•	 Notifications for distribution: 264
•	 Class 1 manufacturer notifications: 147
•	 Export certificates: 875
•	 Clinical trials: 23

Health Products Division

Figures
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Proper Use Division

The safety and efficacy of medicines and 
health products are closely associated with 
their correct use. In order to promote proper 
use of medicines, it is first of all important 
that healthcare professionals, patients/
consumers as well as those organisations 
involved in healthcare have easy access 
to objective, adequate and up-to-date 
information concerning medicines and 
health products.

The Proper Use Division (BUM) ensures that 
all stakeholders have access to the necessary 
information allowing them to take the most 
appropriate decisions for a rational and safe 
use of medicines and health products.

The most important tasks of the BUM 
Division are:
•	 providing information about medicines and 

health products;
•	 introduction of standards in the area of 

advertising, and, especially in regard to the 
general public, prior review of all advertising 
and information campaigns on radio and TV 
that make reference to medicinal products.

Public information
In collaboration with other divisions 
of the Agency and with the technical 
cooperation of Fedict, the BUM Division 
takes care of the maintenance and further 
development of the FAMHP website. The 
Division collects and distributes relevant 
information about medicines and health 
products and also manages the database 
of medicines authorised in Belgium. This 
database can be consulted on the Agency’s 
website and is an important tool also used 
by all other divisions and departments of 
the FAMHP as part of their work. For the 
BUM Division itself, this database is the 
source of answers to the numerous queries 
concerning information about medicines and 
originating from healthcare professionals, 
patients/consumers, the industry or other 
national or foreign organisations. Healthcare 
professionals need to be encouraged to 
promote the rational use of medicines. In 
this respect it is important that they have 
access to objective and constantly up-to-date 
information in order to adapt their practices 
to the principles of Evidence Based Medicine. 
Therefore the Agency supports the provision 
of pharmacotherapeutic information to care 
providers and has concluded partnerships 
with independent organisations providing 
objective information about medicines i.e. 
with the non-profit associations BCFI-CBIP 
and Farmaka. In doing so, both the content 

expectations of healthcare professionals 
and also the user friendly accessibility and 
availability of the data are taken into account.

A few highlights in 2010
Since January 2010, thanks to the cooperation 
of the pharmaceutical industry, the PIL and 
SPC of all medicines for human or veterinary 
use marketed in Belgium have been available 
on the FAMHP website. This database is 
updated on a regular basis.

Waiting times for medicines for veterinary 
use are also published in a specific category 
on the website from now on. All veterinarians 
have been informed by means of a circular 
sent along with the Folia Veterinaria of 
November 2010 by the non-profit association 
BCFI-CBIP. The circular was also sent to the 
professional organisations for the attention of 
their members. In this circular, veterinarians 
are invited to subscribe to the FAMHP News 
in order to stay informed about changes in 
waiting times.

Proposals have been drawn up and published 
on the FAMHP website to allow doctors and 
dentists by law to prescribe substance names 
(VOS-DCI) as part of their medical and 
pharmaceutical practice. These principles 
allow the determination of the different drug 
groups that belong to the same VOS-DCI 
group and possibly the determination of 
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advertising messages is in agreement with 
the elements approved when the MA for the 
medicine was granted. At the same time, 
its rational use must also be promoted. 
Thus, any advertising for medicines for 
human use intended for the general public 
is checked prior to publication. Radio and 
television advertisements are provided with 
a visa granted further to an opinion from 
the Commission for the supervision of 
advertising of medicines for human use or 
after notification to the FAMHP if involving 
other media.

In order to regulate the quality and relevance 
of messages to the public, a prior visa is 
required for radio and TV information 
campaigns about human health and 
diseases which refer directly or indirectly to 
medicines.
This visa is also issued by the minister for 
Public Health following an opinion from 
the Commission for the supervision of 
advertising for medicines for human use.

required or optional specifications of the 
VOS-DCI prescription. They also determine 
which medicines the VOS-DCI prescription 
does not apply to and for which medicines 
it is advisable to stick to the medicine 
initially chosen for the entire duration of 
the treatment. Based on these principles, the 
BCFI-CBIP constituted VOS-DCI groups. 
These groups will be updated and can be 
consulted on the website of the association 
BCFI-CBIP.

Since 1 April 2010 the Sunset clause 
(withdrawal of a MA when a product is 
unavailable for more than three years) has 
come into effect. A new administrative 
procedure was introduced for the 
implementation of the withdrawals and the 
possible grant of exemptions. The FAMHP 
published an explanatory document on its 
website for the attention of companies.

In January 2010, a consultation platform 
was established with patient/consumers. 
This platform promotes the awareness of 
and dialogue on all issues in the field of 
medicines.

Advertising
To promote the rational and safe use 
of medicines, it is important that the 
information provided about them in 
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For 2011, the schedule has already been 
filled with the launch of an information 
campaign to the general public regarding the 
proper use of medicines and, linked to this, 
the expansion of the “Patient information” 
category on the FAMHP website. Naturally, we 
will continue to publish the SPC and PIL on 
our website and we will continue to improve 
the accompanying IT-environment and the 
evaluation of the RMA processes.

•	 Number of notifications in the context of 
advertising: 398

•	 Number of visa requests: 60
•	 Number of requests for information: 1,282 

representing 2,591 questions
•	 Number of Additional Risk Minimisation 

Activities (RMA)-applications processed: 36
•	 Number of applications in the context 

of the Sunset clause. We initiated 573 
withdrawal procedures and received 64 
applications for exemptions.

•	 We published 61 notifications on the home 
page of our website, of which 26 concerned 
pharmacovigilance.
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In 2010, next to files moreover specific to our divisions, the discussion in consultation with 

stakeholders of the so-called umbrella business topics was on the agenda. Due to their nature, 

these topics are the subject of frequent contact and discussion with internal and external 

stakeholders. They could belong to one or more divisions of the DG INSPECTION. One could 

call them Shared-interest files, which have the interests of the patient as their central focus.

The Quota system of medicines is a concept that 
refers to how the pharmaceutical industry, 
on the basis of the history of consumption 
data, places a certain amount of a type of 
medicine on the market. Despite the fact 
that these calculated quota should allow 
wholesalers-distributors to fulfil their duty 
of public service and provide pharmacists 
and their patients with medicines, deficits 
are observed regularly for certain medicines. 
The exercise to find a solution to this issue 
was launched by the Agency in 2009 and was 
continued actively and intensely by means of 
face-to-face meetings with pharmaceutical 
companies (manufacturing), wholesalers, 
wholesaler-distributors, pharmacists and the 
office of the minister of Public Health. In 
2010, these consultations resulted in:

•	 circular 571 (repeated unavailability of 
medicines: reminder of the pharmaceutical 
regulations);

•	 a traceability action throughout the 
entire distribution chain of certain quota 
medicines;

•	 special investigation activities based on the 
results, including the transfer of several 
files to prosecutors.

The DG INsPECTIoN 
or all inspection and control activities
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‘The DG INsPECTIoN 
took part in several 

informal consultation 
platforms with stakeholders 

in the area of medicines 
and health products,

Josiane Van der Elst

The individual preparation of medication 
(IVM-PMI) is another problematic file 
originating from the field and is related 
predominantly to forms of delivery of 
medicines. Contrary to what many think, 
IVM-PMI is not prohibited at the moment 
and is even included in the Law on medicines 
of 25 March 1964, article 12 bis, §3, as amended 
by the Law regarding various stipulations in 
matters of public health, which states that the 
individual preparation of medication, for which 
the primary packaging of one or more medicines is 
removed and subsequently added in a single sealed 
package for individual administration, meant for 
an individual patient at a particular time, can 
only be carried out by persons authorised to supply 
medicines to the public.

The King still needs to confirm the conditions 
and arrangements for its application. The way 
in which IVM-PMI often is executed today and 
especially how it is supplied to nursing homes, 
is against the law. To limit the present abuse, 
special investigative actions were undertaken 
on the one hand and on the other hand a 
draft for a RD is in the pipeline, in which the 
conditions and detailed rules for applications 
will be determined. Specific to this RD is the 
intensive consultation with stakeholders.

For the sake of completeness, we also note the 
participation in 2010 of the DG INSPECTION 
in several informal consultation platforms 
with stakeholders in the area of medicines 
(manufacturers, professional associations 
of pharmacists, consultation platform 
radiopharmaceuticals) and of health products 
(medical devices, blood, cells and tissues).

The cooperation protocols with FAVV-AFSCA, 
FANC-AFCN, WIV-ISP, CODA-CERVA and the 
FPS Economy have been continued and, were 
necessary, revised or intensified.

The collaboration with Internal Affairs 
focused on the development of an information 
campaign about the renewed distribution of 
potassium iodide tablets in nuclear risk areas 
in Belgium. The launch of the campaign is 
scheduled for March 2011.

In 2010, the main international activities 
of the FAMHP were situated in the context 
of the Belgian presidency of the Council of 
the EU. The DG INSPECTION participated 
as president or vice-president of various 
meetings.
As one of the major feats we note the 
completion of the Directive for the 
prevention of counterfeit medicines in the 
regular distribution chain. Staff members 
of the DG INSPECTION gave support to the 
International Relations Unit of the FAMHP 
and took active part in the working party. 
Diverse aspects were elaborated, such as 
the safety features, Active Pharmaceutical 
Ingredients (API), the status of actors in 
the distribution chain and internet sale of 
medicines.
Whereas the field of action of the Directive for 
the prevention of counterfeit medicines is the 
legal supply chain, the Medicrime Convention 
covers both regular distribution and illegal 
trade, both for medicines and medical devices. 
This convention indeed discusses the fight 
against pharmaceutical and similar crime. We 
participated in this convention of the Council 
of Europe via the Counterfeiting of Medical 
Products and Related Crimes (C-MED). 
Its main characteristic is that it is a penal 
convention based on cooperation in a network 
of van SPOC.
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professional associations of hospital 
pharmacists and with the Order of 
Pharmacists.

•	 Follow-up of the Concept Compounding Units 
for hospital pharmacies. Development of 
inspection scenarios for pharmaceutical 
care and advanced pharmaceutical 
care. Further computerisation of 
specifically regulated substances, more 
specifically the Dematerialisation of the 
narcotics forms project. Installation of a 
wholesaler-distributor platform.

•	 Further support to the BTC-CTB project 
regarding distribution of qualitative 
medicines in the DRC.

•	 Further development of quality 
management as a broader framework to all 
objectives.

In February 2010, a cooperation agreement was 
signed between the Belgian minister of Public 
Health and the minister of Public Health of 
the Democratic Republic of Congo (DRC) 
including a part on the contribution to the 
supply, distribution and control of qualitative 
medicines. The DG INSPECTION participated 
in the formulation of a project by the Belgian 
Development Agency (BTC-CTB).

Next year announces itself yet again with a 
busy agenda, including amongst other things:
•	 The implementation of an Art Nouveau 

inspection style, based on the findings 
of the JAP audit. This means inspections 
will be based more on risk factors and 
inspection teams will be deployed 
differently and expanded where necessary.

•	 Partly due to the drive of the Risk 
Management Approach versus pure routine 
inspections, the idea of self-control has 
matured further. Since this involves 
substantial changes in the approach of 
inspections, both to the FAMHP and the 
industry, stakeholders will be invited 
to joint in the development of these 
new inspection models based on risk 
management and self-control.

•	 Start-up of Early phase GMP inspections 
in co-management with the DG PRE 
authorisation.

•	 Amendment of regulation hospital 
pharmacies in consultation with 
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Control Policy Division

Although the Control Policy Division was not 
yet operational in 2010, the planning of the 
different types of inspections was nonetheless 
determined in accordance with a policy based 
on risk analysis. In the future, this division 
will be empowered to develop a control 
plan for all inspections, for the evaluation 
of the key performance indicators and for 
the development and later monitoring of 
standardisation based on the regulatory 
framework. The division will not only work 
in close cooperation with the two other 
inspection divisions and the Division Special 
Investigation Unit, but also with the other 
two DG.

The DG INSPECTION is also responsible 
for other administrative tasks, such as 
dealing with quality issues, registering retail 
pharmacies and the recognition of Qualified 
Persons (QP), persons responsible for 
pharmacovigilance and persons responsible 
for information.
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“Dispensing” Division

1998 regarding the regulation of certain 
psychotropic substances and regarding risk 
reduction and therapeutic advice. Mefedrone 
is a designer drug that has been designed 
specifically to allow users to remain be 
outside of the regulations on narcotics and 
psychotropic substances.

Another recent development is the 
registration of substitution treatments, 
such as treatment with methadone. The 
DG INSPECTION was asked to compose a 
working group to study how in the future 
the activity of registration of substitution 
should be organised. At the moment, 
a multidisciplinary working group is 
concentrating on an adaptation of the RD 
regulating treatment with substitutes. The 
FAMHP is indeed charged with collecting 
these data and collaborates to this end 
with other government services in order 
to map the needs, both in terms of control 
of substitutes and epidemiological data. 
The registration of such treatments and 
the development of a computer system that 
should enable the tracking of shopping 
behaviour in real time with direct feedback 
and a guaranteed feedback to the patient, 
and sufficient information to the Provincial 
Medical Commission (PGC-CMP), are 
addressed in the amendment of the RD.
The pilot project TADAM (Treatment assisted 
by diacetylmorphine) deserves special 

In the medicines for veterinary use section 
of the DG INSPECTION, the main event 
was the appointment of the FAMHP as 
the authority in charge of granting stock 
numbers to veterinarians (Law of 19 May 2010 
regarding various stipulations in matters 
of Public Health, article 10 §1, paragraph 1 
for the amendment of the Law of 28 August 
1991 on veterinary practice, starting from 12 
June 2010). For the benefit of the sector, this 
amendment of the law was clarified again by 
circular 570, addressed to veterinarians who 
wish to make use of the right to keep a stock 
of medicines for veterinary use.

Another constant source of questions was the 
cascade issue. This lead to a joint approach 
by the DG INSPECTION and the Medicines 
for Veterinary Use Division of the DG PRE 
authorisation and the Vigilance Division 
(pharmaco, materio, haemo, bio) of the DG 
POST authorisation. A FAQ was developed 
and published on the FAMHP website.

Precursors Unit
Recent developments in narcotics and 
psychotropic substances and the legal highs 
and designer drugs hype are also felt at the 
DG INSPECTION. In 2010, for instance, 
the RD “mefedrone” was realised. The 
objective of this RD is to add mefedrone 
(4-methylmethcathinone) to the list of 
chapter II art. 2 §2a) of the RD of 22 January 

Within the “Dispensing” Division the 
appointment of a retail pharmacy inspector 
for the province of Limburg was a highly 
anticipated addition to the inspection team.

In 2010, two themed actions were carried out 
in retail pharmacies:
•	 temperature monitoring relating to the 

cold chain;
•	 the correct delivery of medicines for 

veterinary use.

We have caught up on the backlog in the 
Dutch applications of the Commission for 
the establishment of retail pharmacies, in 
that all application have been processed 
internally and are now being finalised during 
sessions of the commission.

At the level of hospital pharmacies, we note 
circular 567, which replaces circular 514, which 
enables the outsourcing of pharmacy made 
preparations belonging to the categories 
mentioned in the circular to a manufacturer 
with a GMP certification within the EU.

An important evolution at the officina level 
is the start of computerisation on different 
platforms in conjunction with the eHealth 
platform. This is the computerisation of the 
register of pharmacies, of the authorisations 
for narcotics and psychotropic substances, 
and for precursors, resulting in an electronic 
portal.
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intra-community transactions: 2,282 (+ 
48%)

•	 Suspicious orders and transactions; 
60 reports of suspicious orders and 
transactions were recorded:
 - 23 reports regarding regulated Precursors (=)
 - 37 reports regarding non-regulated 
precursors, of which nine regard GBL 
(gamma-butyrolactone) (+ 28%).

•	 Official reports; 
23 official reports were issued relating to 
alleged violations of trade in Precursors 
cat I in pharmacies (this number does not 
include data of Customs related to import/
export violations).

•	 Remarkable events:
 - In May 2011, we received a Malaysian 
delegation that came here to follow an 
intensive course on Precursors, organised 
by the FAMHP.

 - The Precursors Unit taught at the police 
academy of Etterbeek to future inspectors 
for one day and to prosecutors and police 
in the region of Tournai for half a day.

attention. The DG PRE authorisation and the 
DG INSPECTION give support to this project 
that studies the controlled use of injectable 
heroin as a substitute to methadone resistant 
users.

Balance of the Precursors Unit for 2010
We can observe an upward trend for nearly all 
activities.

•	 Activities licences to market participants;
In 2010, 86 licences/registrations (+ 10%) 
were granted to market participants.
Each licence granted is preceded by 
extensive research.

•	 Import/export licences;
 - For the export of registered substances 
295 export licences (+ 56%) were delivered. 
Each application is accompanied 
by extensive research regarding the 
legitimacy of the application and the 
market participants involved.

 - For the import of registered substances 
for which a licence is required, 22 import 
licences (+ 29%) were granted.

 - Every application is accompanied 
by extensive research regarding the 
legitimacy of the application and the 
market participants.

 - Number of Pre Export Notifications 
(PEN): 304 (+ 61 %)

•	 Intra-community trade; 
Number of prior notifications of 
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De taken van de Afdeling “Industrie” zijn 
zeer uiteenlopend en strekken zich uit over 
verschillende domeinen.

De betrokken richtlijnen of regelgevingen 
zijn:

•	 GMP/GDP (goede fabricagepraktijken/
goede distributiepraktijken), dit wil zeggen 
het domein van de fabricage en distributie 
in het groot van geneesmiddelen;
 - In 2010 werden twee nieuwe inspecteurs 
aangeworven en opgeleid.

 - In 2010 werden 249 inspecties uitgevoerd, 
wat een status-quo betekent.

 Dankzij die inspecties konden 23 nieuwe 
vergunningen worden verleend en 125 
wijzigingen aan bestaande vergunningen 
worden toegestaan.

 - Er werd een hele reeks documenten 
opgesteld in het kader van deze 
inspecties:
• Eudra-certificaten (certificaten 

rechtstreeks ingevoerd in de Europese 
databank Eudra): 47 certificaten

 van compliance en twee van 
non-compliance. Die zullen geleidelijk 
aan de plaats innemen van de klassieke 
certificaten en de intrede ervan kan een 
verklaring zijn voor de daling die reeds 
wordt vastgesteld in 2010.

• Klassieke GMP-certificaten: 933, hetzij 
een daling met 40%.

4 %
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“Industry” Division

859 Certificate for medical device (CMD), 
which represents an increase of about 
30%.

•	 GCP (Good Clinical Practices); 
These standards apply to the organisation 
of clinical trials, the collection of data 
originating from these trials and the 
protection of the participating patient.
 - In 2010, the team consisted of one 
appointed inspector and an inspector in 
training.

 - In collaboration with the R&D Division 
(human) of the DG PRE authorisation 
and after a risk analysis was made, 
an inspection policy was defined and 
followed. This policy ensures the 
realisation of nine inspections with 
sponsors, researchers and phase I units.

•	 Pharmacovigilance; 
Verification refers to the collection and 
processing of pharmacovigilance data 
(adverse reactions) by MA holders.
 - The two-man inspection team has 
doubled its number of inspections in 
2010 to sixteen

 - In order to reach full speed and to 
guarantee a certain skill level, this 
will be utilised at the time of the 
implementation of the new standards, 
which will be expected in that domain.

•	 Blood banks and human tissue material 
banks;
 - In 2010, 122 inspections took place in 

 - In order to find a solution for the at times 
long waiting periods for certificates, a 
working group coordinated by the DG 
INSPECTION was established which 
includes the associated industry. 
The various documents are important to 
attain international recognition for our 
industry on export markets.

 - RAS (Rapid Alert System) is important 
for the communication and treatment of 
problems due to the quality of a medicine 
(manufacturing/distribution). Depending 
on the risk to Public Health, different 
measures can be taken. For example: 
blocking the distribution of a medicine 
or withdrawal of all packages of a batch 
of medicines.

 - In 2010, 215 rapid alerts were processed, 
representing an increase of 15%. Of 
these 215 alerts, 43 (or 20%) referred to 
potentially serious problems.

•	 Medical devices; 
The key task of the “Industry” Division is to 
ensure that medical devices are distributed 
via an authorised and high quality circuit.
 - In 2010, two inspectors were appointed 
and two more inspectors were hired.

 - The team performed 67 inspections, 
mainly in the domain of distribution of 
medical devices.

 - In cooperation with the DG POST 
authorisation, the division’s 
administrative unit assessed and granted 

The tasks of the “Industry” Division are very 
diverse and span various areas.

The relevant directives or regulations are:

•	 GMP/GDP (good manufacturing practices/
good distribution practices), the area of 
manufacturing and wholesale distribution 
of medicines;
 - In 2010, two new inspectors were hired 
and trained.

 - In 2010, 249 inspections were performed, 
or status quo.

 - These inspections enabled 23 new 
authorisations to be granted and 125 
changes to existing authorisations to be 
effected.

 - A whole set of documents was produced 
within the framework of these 
inspections:
•	 Eudra certificates (certificates imported 

directly into the European database 
Eudra): 47 certificates of compliance 
and two of non-compliance. These will 
gradually take the place of the classical 
certificates and their introduction may 
be an explanation for the decline that 
has been noted in 2010 already.

•	 Classical GMP certificates: 933, or a 
decline of 40%.

•	 Certificates for specific products 
(Certificate of a Pharmaceutical 

       Product - PP): 2,518, or a decline of 20%.
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remained the same (follow-up of 
complaints received, execution of 
planned inspections and processing 
of applications for a licence and 
providing information). 
Our interaction with Mdeon in regard 
with visa for scientific meetings 
leads to a better insight in possible 
checkpoint and helps us define the 
field of action better.

•	 Extra attention to sponsorship files 
was promised within the framework 
of scientific events and for which the 
non-profit association Mdeon had 
released a final visa ban.

•	 An inspection programme in 
pharmaceutical companies was started, 
aimed specifically at the dissemination 
of advertising for medicines, giving a 
prospect of bonuses and benefits to 
health professionals and the delivery 
of medicines in the form of medical 
samples.

blood facilities and facilities working 
with human tissue material.

 - Three new inspectors were hired in 2010; 
they will be fully operational from 2011 
onwards.

•	 Inspection of advertising and other 
promotional activities in relation to 
medicines and medical devices;
 - The equivalent of 2, fulltime inspectors is 
specialised in this domain.

 - Inspections are executed on advertising 
in a broad sense (contents and graphic 
design):
•	 In the specialised medical press: 128 

inspections, of which twelve files with 
implications;

•	 In the public press: 39 inspections, 
three files with implications; 
In retail pharmacies: sixteen 
inspections, ten files with implications; 
five inspections of websites by 
pharmacies.

•	 Complaints received internally or via 
the special contactpoint that were 
investigated: 127 complaints.

•	 The management of the contactpoint 
introduced in agreement with article 
10 § 5 of the Law of 25 March 1964 
concerning medicines. To this end, 
the FAMHP distributed a circular in 
October 2010 (Circular 572).

•	 The different types of tasks and 
inspections performed in 2009 have 
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2008 2009 2010

Total number of files opened on suspicion of violation 200 215 283

article	9	of	the	Law	of	25	March	1964 125 112 99

article	10	of	the	Law	of	25	March	1964 65 81 153

article	12	of	the	Law	of	25	March	1964 3 	 5

other 7 22 26

Number of files opened after complaints 101 63 78

article	9	of	the	Law	of	25	March	1964 66 36 32

article	10	of	the	Law	of	25	March	1964 26 13 35

article	12	of	the	Law	of	25	March	1964 2 	 	

other 7 14 11

Number of dismissed files 52 54 64

article	9	of	the	Law	of	25	March	1964 28 33 19

article	10	of	the	Law	of	25	March	1964 23 18 45

article	12	of	the	Law	of	25	March	1964 1 	 	

other 	 3 	

Number of files transferred to other institutions 19 30 20

Number	of	ongoing	files	on	12.05.2011 	 	 32

article	9	of	the	Law	of	25	March	1964 	 	 7

article	10	of	the	Law	of	25	March	1964 	 	 22

article	12	of	the	Law	of	25	March	1964 	 	 	

other 	 	 3

Number of official reports to establish a violation 17 23 33

article	9	of	the	Law	of	25	March	1964 14 11 22

article	10	of	the	Law	of	25	March	1964 2 12 8

article	12	of	the	Law	of	25	March	1964 1 	 3

Number of warnings 89 118 288

article	9	of	the	Law	of	25	March	1964 57 56 51

article	10	of	the	Law	of	25	March	1964 31 61 232

article	12	of	the	Law	of	25	March	1964 1 	 2

other 	 1 3
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Concrete in 2010
In 2010, the DG INSPECTION and more 
specifically the part of the “Industry” Division 
in charge of GMP was submitted to a JAP 
audit (Joint Audit Program) coordinated 
by the EMA. This audit programme is an 
essential part of the quality system for 
the European GMP inspection services 
and is based on the European Compilation 
of Community Procedures on Inspections and 
Exchange of Information. Its objective is to 
check whether the European Directives 
concerning the fabrication of medicines 
have been fully converted and whether they 
have been applied correctly and completely 
by the GMP inspection services. The final 
goal is to come to a harmonised application 
of inspection standards within the EU and 
in those countries with which a Mutual 
Recognition Agreement (MRA) has been 
signed. Inspections performed in one of 
the participating countries can then be 
recognised by all other countries.
The JAP audit report includes some 
remarkable comments with regard to the 
number of inspectors and the methodology 
presently used to plan and execute 
inspections. The corrective action plan will be 
a good occasion to make a global reflection 
and implement a series of improvements.
On the other hand, it was decided to 
implement Total Quality Management 
(TQM) within the FAMHP. This project 

was sponsored by the director-general 
of DG INSPECTION and lead by the DG 
INSPECTION. Next to the general objectives 
of the DG INSPECTION, the part of the 
“Industry” Division in charge of the GMP has 
been chosen as the actual starting point for 
the implementation of TQM.

The Quality Manual developed by the 
“Industry” Division is an impulse for the 
future development of a quality management 
system within the DG INSPECTION and, on 
a broader scale, within the FAMHP.

In 2010, the Division Special Investigation 
Unit (SOE-USE) was developed further and 
in the mean time has reached full force. 
The transversal cooperation with other 
divisions has been largely clarified and the 
collaboration with customs and the police 
were consolidated further.

•	 Within the SOE-USE, an inventory has 
been set up by means of an internal 
registration form of the registered fraud 
files, so as to attain an overview of the 
total input and final processing of files. 
The processing of registrations and their 
follow-up takes place at a weekly briefing.

•	 Because the SOE-USE works with the other 
divisions transversally, we decided to draw 
up internal cooperation protocols that 
stipulates the details of responsibilities 
between divisions and enables a canalised 
collaboration, coordinated by a file 
manager.

•	 As was the case in the previous years, the 
stocktaking of confiscated postal packages 
ordered via the internet in other countries 
continued. The processing of these files 
often consists of issuing an individual 
warning and “relinquishment of the 
goods” in case of private use. Some internet 
purchases are the subject of more thorough 
investigation on illegal trade and closing 
down illegal internet sites in Belgium.

•	 Accordingly, we also focus on training the 

Division special 
Investigation Unit
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network partners in the area of medicine 
regulation and making observations in the 
field.

The SOE-USE’s activities in 2010 primarily 
concerned internet-related postal packages 
and support to the Court regarding detection 
and judicial investigations. This support 
is still mainly situated in the field of the 
fight against doping, illegal fattening and 
smuggling of illegal products. The SOE-USE 
has intervened in 126 files regarding 
detection or judicial investigations or 
has drawn up official reports. A number 
of investigations were conducted in 
collaboration with the FAVV-AFSCA.

In addition, another import fact was the 
start-up of inspections in transit areas 
near the Bierset airport. In this area, 165 
inspections and confiscations were executed 
of products that were meant for other 
member states. These transit interventions 
start being replicated in other member states.

The offering and selling of medicines and 
health products via the internet and postal 
package remain a priority, because of the 
direct danger to Public Health and the 
complexity of its detection. We discovered 
new products, which were then investigated 
by the WIV-ISP. Next to products for erectile 
dysfunction - counterfeit or genuine - 

slimming products become ever more 
prominent. The major problem is that these 
products are not labelled as such and are 
offered under the cloak of food supplements. 
Again 3600 postal packages were confiscated. 
Belgium’s participation in PANGEA III was 
a success in 2010 due to the large quantity 
of interceptions and the consequent media 
coverage. Over 40 countries participated and 
two million tablets were intercepted.

Investigations were started regarding 
quota of medicines, Reverse Trading (sale of 
pharmacists to wholesalers) and prohibited 
sales of pseudoephedrine in pharmacies.

In view of the transversal character of the 
SOE-USE and the cross-border aspect of 
pharmaceutical crime, multidisciplinary 
and multisectoral contact at national and 
international level is evident.

•	 Nationally, we further refined our 
networking with the Multidisciplinary 
Hormone Unit (MDHC) and the 
Interdepartmental Commission for Fraud 
Prevention Coordination in the sectors of 
the economy (ICCF).

•	 The FAMHP remains active in 
international organisations such as WGEO 
(Working Group Enforcement Officers of 
the HMA) and the Council of Europe with 
its expert group counterfeit medicines.

An important element here is the spreading 
of alerts via the HMA WGEO network.

In 2010, the Ministers of the Council 
of Europe approved the MEDICRIME 
CONVENTION. The convention will be 
solemnly inaugurated in Moscow in 2011.

The SOE-USE also provided training to police 
forces in 2010 and organised presentations to 
magistrates, police and customs.
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Activity 2007 2008 2009 Trends  
2008 -2009 2010

Number of inspections in: 		 		 		 		 	

retail	pharmacies 733 951 932 -2% 763

hospital	pharmacies	 89 84 77 -8% 78

medicinal	stocks	at	veterinarians 54 134 425 217% 569

pharmaceutical	companies	-	GMP 69 84 100 19% 91

pharmaceutical	companies	-	GDP 68 145 148 2% 158

Number of official reports issued by:          

retail	pharmacy	inspectors 86 134 153 14% 201

hospital	pharmacy	inspectors 3 9 12 33% 4

pharmaceutical	industry	inspectors 12 12 9 -25% 41*

Narcotics and psychotropic substances, number of:          

inspections	of	stock	and	accounts	at	manufacturers,
wholesalers-distributors,	importers	and	exporters	(Fr)

316 297 167 -44% 23

licence	reviews	–	import	(Fr) 318 383 232 -39% 194

licence	reviews	–	export	(Fr) 49 38 26 -32% 31

inspections	of	stock	and	accounts	at	manufacturers,
wholesalers-distributors,	importers	and	exporters	(Nl)

212 249 241 -3% 249

licence	reviews	–	import	(Nl) 513 537 539 1% 716

licence	reviews	–	export	(Nl) 118 87 90 3% 96

Number of applications for import/export licences 7,514 7,701 7,402 -4% 7.415

Average period for obtaining a licence of this type  5 days   5 days   7 days  8 days

Number of narcotics forms 600 600 570 -5% 596

Average period for sending of a narcotics form  8 days  8 days   5 days  3 days

Figures
in 2010

*	=	the	sum	of	all	domains	(the	figures	for	the	previous	years	only	concerned	GMP/GDP)
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Activity 2007 2008 2009 Trends  
2008 -2009 2010

Precursors, number:          

activities	licences	to	market	participants 88 81 69 -15% 86

import/export	licences	-	export 200 189 325 72% 295

import/export	licences	-	import 11 17 21 6% 22

import/export	licences	-	pre-export	notifications 280 189 308 63% 304

import/export	licences	-	intra-community	trade 1,224 1,517 3,192 110% 2,282

import/export	licences	-	suspicious	orders	and	transactions 53 52 63 21% 60

Hormones and antibiotics, number og:          

new	licences	(Nl) 116 98 59 -40% 62

renewals	(Nl) 99 69 39 -43% 92

extensions	of	certificates	(Nl) 119 124 106 -15% 165

new	licences	(Fr) 56 52 49 -6% 51

renewals	(Fr) 60 45 36 -20% 54

extensions	of	certificates	(Fr) 39 60 57 -5% 46

Export, number:          

EUDRA	certificates NEW 47

GMP	certificates 1,653 1,481 1,490 1% 933

certificates	of	pharmaceutical	products 3,181 2,730 3,

283

20% 2,518

CMD 734 725 657 -9% 859

other	certificates	(e.g.	certified	copies,	analysis	reports) 276 353 357 1% 410

export	declarations 149 196 196 0% 173

declarations	of	toll	manufacturing	activity 63 114 104 -9% 134
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Activity 2007 2008 2009 Trends  
2008 -2009 2010

RAs of quality, of which: 150 141 188 33% 215

of	Belgian	origin 		 56 81 		 118

from	Europe 		 85 107 		 97

of	class	1		 		 46 45 		 43

of	class	2		 		 69 116 		 129

of	class	3		 		 12 20 		 28

unclassified 		 8 0 		 0

fraud/counterfeit 		 6 7 		 15

for	medicines	for	human	use 		 129 163 		 191

for	medicines	for	veterinary	use 		 9 21 		 18

for	raw	materials 		 2 4 		 0

IMP	 		 1 0 		 15

“14.12.2006” and “30.06.2004” licences, number of:          

new	applications 		 41 28 -32% 23

applications	for	amended	licences 		 274 154 -44% 125

Number of applications for variations submitted to the Advisory 
Commission:

urgent	applications 24 16 28 75% 23 urgent

applications	processed	according	to	normal	procedures 72 114 125 7% 96 non-urgent 

Commission for the establishment of retail pharmacies, French 
language chamber, number of:

         

applications 52 48 68 42% 64

decisions 55 42 59 41% 52

Figures
in 2010
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Activity 2007 2008 2009 Trends  
2008 -2009 2010

Registry of pharmacies, French language chamber, number of:

applications	for	amendments 		 437 295 -33% 299

current	applications	(monthly	average) 		 117 93 -21% 97

attestations/authorisations	delivered 		 442 325 -26% 308

Commission for the establishment of retail pharmacies, Dutch language chamber, number:

new	applications 66 59 72 22% 79

ministerial	decisions 97 92 154 67% 115

Registry of pharmacies, Dutch language chamber, number of:

applications	for	amendments 	-	 189 479 153% 710

current	applications	(monthly	average) 		 	-	 140 		 124

attestations/authorisations	delivered 		 	-	 445 		 607

soE-UsE

number	of	applications:	infringements	of	the	RD	of	12	April	1974 	-	 12 16 33% x

number	of	applications:	other	infringements	of	medicinal	product	
regulations

	-	 18 39 117% x

assistance	to	public	prosecutors	and	number	of	opened	files	 	-	 101 70 -31% 126

number	of	postal	packages	inspected 	-	 736 2,392 225% 3,600

number	of	transit	files	(Bierset) 165

Recognition of pharmacists - clinical biologists:

French language chamber, number of:

new	training	plans 10 10 9 -10% 7

approvals	issued 8 7 7 0% 7

Dutch language chamber, number of:

new	training	plans 7 14 16 14% 10

approvals	issued 5 6 8 33% 14
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In the P&O Division 2010 was marked by 

two major events. On the one hand the 

completion of the organisational structure 

and on the other hand the preparation of an 

important project in the field of competence 

management: the development cycles.

Organisation
In 2010 the organisational structure was 
confirmed with the appointment of the 
Middle Management. In this year the P&O 
Division mainly focused on the organisation 
of promotional procedures with the objective 
of appointing the Middle Management.
In the course of the year and in several 
waves seventeen functions were declared 
open for promotion (fourteen A3, two A4, 
one A5), for which fourteen members of staff 
were appointed. The organisation chart of 
the directorates-general has finally been 
determined.

Start of the project Development cycles
Competence management was soon taken 
up, since the P&O Division launched the 
project Development cycles in parallel with 
the appointment of the Middle Management. 
This project leads to an instrument for the 
development and evaluation of the federal 
staff.

Two staff members of the division were 
trained to be able to work in 2011 as trainers 
for the mandatory assessor training within 
the framework of the development cycles. In 
November 2010, a first session took place with 
members of the Executive Council and the 
Middle Management.

Personnel
The staff of the D level had the opportunity to 
participate in a two-day training, organised in 
participation with other federal institutions, 
to prepare themselves for the promotion 
exam C level.

The FAMHP also participated in the 
Vitruvius programme, dedicated to leadership 
development. One of our staff members has 
had the opportunity to participate in this 
intensive training.

Next to that, we would also like to refer to 
the acknowledgement of the value of staff 
members and their willingness to further 
develop their careers. The Middle Management 
promotion procedure caused an evolution in 
the careers of twelve employees. Besides five 
promotions to A2 level, two allowances were 
given to higher functions and an executive 
bonus was granted.

Personnel and budget 2010 of the FAMHP
P&o Division
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 Mandatory
 Statutory
 Statutory-trainee
 Contractual

Distribution statute
4 %

218 %

25 %

145 %

Figures
in 2010

Evolution fulltime-equivalent (FTE) in 2010
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The main tasks of the B&Mc Division (Budget 
and Management control) are:
•	 Compiling and monitoring the annual 

budget;
•	 Recording income and expenditure; 
•	 Compiling the annual financial accounts;
•	 Paying invoices.

Some information on the budget
The FAMHP’s 2010 budget, approved by 
Parliament, amounted to EUR 55,357,513 in 
income and EUR 55,357,513 in expenditure. 
Income includes the government grant 
of EUR 19,010,348, paid via the FPS Public 
Health, and the organisation’s own income 
from the application of various laws and 
regulations. This includes income from the 
Agency’s reserves estimated at EUR 250,000. 
In addition, the FAMHP has received 
authorisation to take EUR 1,700,000 out of 
its financial reserves and an amount of EUR 
647,565 for the surplus of previous years.

Distribution of income for 2010
After the preliminary closure of the accounts 
for the year, the income for 2010 came to a 
total of EUR 53,508,758. This amounts to a 
shortfall of 3.86% of our income as compared 
to the budget forecast. This can be explained 
by the partial utilisation of the financial 
reserves of EUR 254,545. Without taking this 
amount into account, revenues in 2010 were 
0.70% higher than forecast. The difference 

relates entirely to the Agency’s own income.

The generated income consisted of EUR 
34,238,213 of our own income, the utilisation 
of the financial reserves of EUR 254,545 and 
EUR 19,016,000 for granted funds. Our 
own income represents 64% of the total 
income. The granted funds therefore and the 
utilisation of reserves therefore represent 
36%.

An analysis of the FAMHP’s own income 
shows that 33% of it comes from retributions 
and 67% from fees for service. These taxes 
are, depending on the applicable legislation 
and regulations, collected on the basis of 
the number of packages of medicines and 
raw materials sold or on the basis of the 
turnover generated from medical devices. 
In terms of the Agency’s own income there 
is also the special fee from the EMA to pay 
for the FAMHP’s activities at European level 
amounting to EUR 2,668,582. There is one 
other fee that is noteworthy for its intended 
purpose, since the “clinical trial” contribution 
of EUR 2,020,490 is not just intended to cover 
the Agency’s costs for these trials, but also 
plays a large role in the financing of Ethics 
Committees.

As far as taxes are concerned it should be 
pointed out that the tax on packaging, the 
so-called “30 centimes and 15 centimes”, 

represented an amount of EUR 4,841,644 or 
43% of the taxes. These taxes were unusually 
high in 2010 because of the extraordinary 
collection of amounts due from prior years. 
Another important tax is the packaging or “50 
centimes” tax. This represents EUR 4,708,758 
or 42%. This last tax is not used in financing 
the Agency, but is allocated in its entirety to 
the permanent monitoring of medicines.

Distribution of expenditure for 2010
The expenditure for 2010 amounted to 
EUR 53,508,758, of which EUR 21,655,970 was 
committed to personnel costs (statutory and 
contractual staff ), corresponding to 41% of 
expenditure. Another significant item of 
expenditure is the payment of the subsidy for 
financing NAT blood tests; this represented 
EUR 10,087,649 or 19% of all expenditures. 
Two other important expenditure items 
were the costs incurred in control and 
analysis assignments for medicines, and IT 
expenditure. These costs amounted to 
EUR 4,782,430 and EUR 6,014,069 respectively, 
or 9% and 5% of all expenditures.

Registration of transactions and 
accounting principles
Since the creation of the Agency, the B&Mc 
Division has performed double accounting. 
The purpose of this measure is not only 
to meet the legal requirements, but also to 
bring greater transparency to the different 

B&Mc Division
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incoming and outgoing financial flows. It 
also results in a clearer understanding of the 
financial functioning of the FAMHP for the 
various stakeholders.
All items of income and expenditure are 
collected within the same IT system so that 
accounting statements can easily be generated 
for immediate review.

For its expenditure in 2010, the FAMHP had 
a total of 4,695 invoices. These invoices are 
checked and entered into the accounting 
system after approval. Payments are made 
automatically (after a dual digital signature) 
within the month via the Isabel payment 
system.

The FAMHP’s own income for 2010 is the 
result of exactly 22,482 payments into six 
different bank accounts, each designed 
to receive specific types of payments. The 
accounts are, for example, for payments 
received from the EMA, “clinical trials”, 
medicated animal feed, taxes on the number 
of packages and an account for miscellaneous 
fees.

Cash received is booked as income under the 
correct turnover entry. This turnover is then 
debited against the fee for each submitted 
service application. In 2010 this involved 
booking 17,725 virtual sales invoices in the 

“computerised day books”.
The data are encoded manually. Information 
about the entries, such as the reconciliation 
of fees and the corresponding service 
applications, is mainly obtained from the 
MeSeA system, more specifically by means 
of verification of the public inbox payment 
tracking. Account allocation data that are not 
included in MeSeA are communicated by 
conventional means using the administrative 
forms and financial folders of the Agency’s 
different divisions and departments.
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FAMHP expenditure 20102010 FAMHP income (excluding grant)

53 %

33 %

8 %
6 %

14 %

5 %
14 %

 EMA fees
 “Clinical trial” fees
 Other contributions
 “30ct & 15ct” tax
 “50 ct” tax
 Other fees

19 %

9 %

11 %

41 %

20 %

 NAT blood test subsidy
 Controle and analysis of medicines
 IT expenditure
 Personnel costs
 Other expenses
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The FAMHP’s budget for 2010, in euros

Activity Budget Actual

Income

Grant 19,010,000 19,016,000

Reserves	utilised 2,347,565 254,545

Own	income	 33,999,948 34,238,213

Total 55,357,513 53,508,758

Expenditure

Salaries	and	social	security	
contributions

25,342,246 21,655,970

Other	personnel	costs 867,000 944,447

Non-ICT	operating	costs 15,022,806 14,715,953

ICT	operating	costs	 3,553,312 5,885,628

Non-ICT	capital	expenditure 76,500 90,129

ICT	capital	expenditure 408,000 128,981

NAT	blood	test	subsidy 10,087,649 10,087,649

Total 55,357,513 53,508,758

Figures
in 2010
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The installation of a new monitoring system 
to optimise the follow-up of incoming and 
outgoing correspondence;
•	 A table of Key Performance Indicators (KPI) 

was given at the disposal of the Executive 
Council via the Cockpit project;

•	 Teleworking was implemented, following 
the test phase;

•	 The migration of MeSeA (for electronic 
submission and assessment of applications 
for medicines for human use) to the new 4.5 
version of Filenet was continued;

•	 The migration of the 
FAMHP-infrastructure was started from 
the FPS Public Health to the Shared 
services of FEDICT (Federal Public Service 
for Information and Communication 
Technology).

•	 At the end of 2010, 150 staff members of 
the FAMHP had been migrated. Before the 
infrastructure could be migrated a number 
of side projects were required, which were 
completed for the most part at the end 
of 2010, such as the installation of a data 
room and an autonomous local network;

•	 The conclusion of a significant number of 
special cooperation modalities at the end of 
2010 with SMALS (a non-profit association 
that provides support to the social sector 
and the federal public services in the field 
of information management) to help the 
FAMHP bring some important projects to 
a successful conclusion in 2011, the hosting 

of the PROTIME-server (time registration 
personnel) and the completion of the 
register of pharmacies and the digitisation 
of the data of the DG INSPECTION.

The following priorities were set in the field 
of ICT in 2011:
•	 Introduction of a new telephony solution;
•	 Completion of the migration of the 

FAMHP-infrastructure from the FPS Public 
Health to the Shared services of FEDICT;

•	 Support of the reorganisation of the offices 
between the sixth and the eight floor and 
the “relocation” of staff that goes with the 
reorganisation;

•	 Installation of a WIFI-system in the 
meeting rooms;

•	 Integration of the search engine for our 
intranet;

•	 Migration of MeSeA to Filenet 4.5 and 
increase of the stability;

•	 Development of the interface for an 
optimal functioning of our existing 
databases, such as MeSeA or EXTRA+ and 
an optimal data transfer to the Agency’s 
website. This was applied, amongst other 
things, for the publication of the PIL 
and the SPC or hosted to the authentical 
sources by eHealth (a secure platform for 
data transmission within the health sector). 
This project is of the utmost importance to 
ensure visibility with our external partners;

•	 Special attention will go to project in the 

context of electronic data transmission 
with eHealth.

 
other support services
ICT Division
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Translation services 
Division

Logistics
Unit

Legal Affairs 
Division

The translators in the Translation Services 
Division of the FAMHP are responsible for 
translating and reviewing texts and providing 
linguistic advice.

These are some of the documents translated 
in 2010:

•	 Internal and external reporting, such 
as the internal newsletters Vit@, Vit@ 
Express and Vit@ MeSeA, the external 
newsletters @ctua, @ctua EXTRA, press 
releases, service memoranda, circulars, 
correspondence, job vacancies and job 
descriptions;

•	 Draft regulations;
•	 Answers to parliamentary questions;
•	 Contracts and agreements;
•	 Minutes and reports;
•	 MeSeA work description cards;
•	 (PowerPoint)presentations and speeches.

As is the case for all Belgian federal public 
services documents primarily need to be 
translated from French to Dutch and vice 
versa. To a lesser extent, there is also a need 
for translations into English and German.

The Logistics Unit takes care of all ordering 
and installation as concerns office equipment 
and other furniture for the entire Agency, 
including multifunction copiers. This unit 
is responsible for the management of the 
paper archives, the processing of incoming 
and outgoing correspondence, and catering 
services for the FAMHP’s various meetings.

For 2010 we record the successful move of 
more than 150 persons from the different 
divisions of the DG PRE authorisation, POST 
authorisation and INSPECTION and the 
Chief Executive Officer’s services.

In 2010, the Legal Affairs Division of the 
FAMHP was responsible, among other 
matters, for the following:

•	 Regulatory issues:
 - implementation of the responsible 
minister’s policy goals;

 - drafting and follow-up of regulations;
 - developing proposals for the 
improvement of the existing regulatory 
framework;

 - following up on the development of the 
European regulatory framework; 

 - transposition of the European regulatory 
framework into national law;

 - Juridisch advies en informatie;
•	 Legal advice and information;
•	 Amnesty applications;
•	 Disputes:

 - court proceedings and coordination of 
the elements for the defence;

 - administrative fines.

At the end 2010, the Executive Council 
decided to include the Legal Affairs Division 
in the Chief Executive Officer’s services. This 
should improve the division’s insight into the 
entire organisation and create a more direct 
involvement in the decision-making of the 
Chief Executive Officer. All of this is meant 
to ensure the legality of all actions by the 
FAMHP even better.
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The Communication Division is responsible 
for both the internal and the external 
communication policy, and assumes the role 
of the spokesman of the FAMHP.

In 2010, we primarily noticed that journalists 
have found their way to our Communication 
Division and to the Agency in general. The 
FAMHP is increasingly acknowledged within 
the media environment, resulting in many 
questions from the press.

In 2010, three press conferences were 
organised.
•	 In January, on the launch of the database of 

PIL and SPC of medicines authorised and 
marketed in Belgium. This new initiative 
was realised by the Proper Use Division and 
can be consulted via the FAMHP website.

•	 In March, on the ongoing fight against 
counterfeit medicines and other illegal 
medicines. This press conference was 
initiated by Carl Devlies, Secretary of State 
for the Coordination of the Fight against 
Fraud, and dealt with the coordinated 
approach towards illegal practices by the 
FPS Economy, Customs and FAMHP.

•	 In November, on the online reporting of 
adverse effects, an initiative by the Vigilance 
Division to stimulate the reporting of 
adverse effects.

Next to their daily activities, the staff of the 
Communication Division also takes on some 
major projects on the behalf of the entire 
organisation.
•	 In 2010, we concluded the project 

Optimisation of the internal communication 
tools. New internal newsletters were 
developed and an updated page on the 
intranet is to help the FAMHP staff 
find their way easily within the internal 
communication policy.

•	 The annual report 2009: “The FAMHP 
moves up a gear. Annual report 2009” was 
distributed just before summer. The third 
annual report includes two main parts: 
“New” in 2009 and “Results” in 2009 for 
each division or unit, making use of the 
Agency’s new organisation chart. For the 
first time, an overview of all committees 
and of the national and international 
representation of our Agency were also 
included.

•	 In cooperation with the Proper Use 
Division we have started preparations for 
a new media campaign by the FAMHP; 
a campaign concerning the correct and 
rational use of medicines. This campaign 
will be launched in the course of 2011.

•	 In collaboration with some staff members 
of the FPS Personnel and Organisation, we 
have started the development of a strategic 
communication plan for the FAMHP. 
This project will head off with a strategic 

component. The internal Communication 
Working Group, which includes 
representatives of the different entities in 
our organisation, will elaborate this plan 
further in the first half of 2011.

In 2010, the Communication Division 
also represented the FAMHP within the 
communication network for Belgian public 
services, COMMnet of the FPS P&O. On 
an international level, we represented 
the FAMHP in the Working Group of 
Communication Professionals (WGCP) and 
as an extra we took on the organisation of 
the meeting in the context of the Belgian 
presidency of the EU. This two-day meeting 
took place in December in Bruges. This 
event is discussed in the part on the Belgian 
presidency of the Council of the EU).

The Chief Executive officer’s services
Communication Division
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PMo Unit - Project Management office

In 2010, the PMO Unit continued its key 
tasks and worked on the development of 
the activities within the scope of the FAGG–
AFMPS 2008–2012 project.

To recapitulate: the FAGG-AFMPS 2008 
– 2012 project comprises a number of key 
factors and strategic goals to convert our 
Agency, over the medium term, into an 
efficient, smoothly running organisation.

Some achievements in 2010:
•	 Publication of the PIL and SPC on the 

FAMHP website.
•	 In this regard, we note a positive impact 

from the media, thanks to the interest 
they have shown in the availability of 
information.

•	 Approval of the procedure for the start of a 
new project within the FAMHP.

•	 This procedure is meant to develop a 
standard method to be used when a new 
project is set up. Our goal is to pursue a 
better transversal coordination between 
operational and supporting services when 
they need to determine the resources 
required to implement projects within 
the framework of the umbrella project 
FAGG–AFMPS: 2008–2012.

•	 Establishment of an Extended Executive 
council.

•	 This committee contains members of 
the Executive council, expanded by the 

SPEARHEAD coordinators, the Heads of 
the Divisions B&Mc, ICT and P&O, the 
Heads of the Legal Affairs Division, the 
PMO and International Relations Units, 
and of the Divisions Communication and 
Quality. The Extended Executive council 
is to answer concrete questions inherent 
to the execution and completion of 
well-defined projects within the FAMHP.

•	 Spearhead VACCINES for human use.
•	 For 2010 we note the active participation 

of the FAMHP in the field of vaccinology 
during the A/H1N1v campaign (quality, 
inspection, efficacy, safety and vaccinology).

•	 The FAMHP also launched the “Lessons 
learnt” campaign. In collaboration with 
the Interministerial Commissariat for 
Influenza (ICI) and six EU member states, 
the FAMHP organised a workshop on 
vaccination during A/H1N1v influenza 
pandemic. In the mean time, the activities 
surrounding this spearhead were 
continued as usual and many scientific 
enquiries in regard with vaccines were 
answered, both on a national and an 
international level.

•	 Spearhead VACCINES for veterinary use
•	 For 2010 we note the active participation 

of the FAMHP in the Immunologicals 
Working Party and CVMP for the 
development of three important 
documents concerning vaccines for 
veterinary use:
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 - Intervention in regard with a few issues, 
such as antimicrobial resistance and the 
imminent shortage of radioisotopes.

•	 Implementation of a central system for the 
electronic follow-up of correspondence 
from and to the FAMHP.

•	 As part of the project to implement a 
Special Investigation Unit (SOE-USE), the 
FAMHP organised the press conference 
“Counterfeit medicines can bring 
serious damage to your health”. This 
conference was held at the initiative of 
Secretary of State Carl Devlies and our 
Minister of Enterprise and Administrative 
Simplification, Vincent Van Quickenborne, 
was present too.

•	 In January 2010, a consultation platform 
between the FAMHP and patients/
consumers was founded. 
The Patient Platform promotes the 
attention given to and the dialogue 
with patients/consumers in order to set 
common targets and, as far as possible, 
meet their expectations.

•	 In context of the Teleworking project, we 
noted in 2010 an increase in the number of 
teleworkers in the Agency.

•	 On 30 September 2010, the very first MA 
was granted to a homeopathic medicine.

•	 Networking expertise 
In order to reinforce its functioning and 
especially its SPEARHEADS, the Agency 
recently recruited several experts in critical 

•	 Continuation of the awareness 
campaign on pharmacovigilance 
and materiovigilance. In the field of 
pharmacovigilance of medicines for 
human use, presentations were given at 
universities and in hospitals. 
The FAMHP launched the website  
www.gelefiche.be-www.fichejaune.be, 
which healthcare professionals can use to 
report adverse effects inherent to the use 
of medicines online to the BCGH-CBPH. 
The launch of this website was officially 
announced on 30 November 2010 at 
an event for the specialist press, in the 
presence of Laurette Onkelinx, Minister for 
Social Affairs and Public Health, in charge 
of Social Integration.

•	 The first semester of 2010 was dominated 
by preparations for the Belgian Presidency 
of the Council of the EU.

•	 The FAMHP developed a programme 
including the following topics:
 - Organisation of a ministerial conference 
on innovation and solidarity in 
cooperation with the RIZIV-INAMI;

 - Continuation of the regulatory work 
by the Council of Ministers in the 
working group in the context of the 
“Pharmaceuticals pack”;

 - Organisation of informal meetings in the 
competence domains of medicines and 
medical devices, an initiative in the field 
of clinical trials;

 - Draft reflection paper on data requirements 
for swine influenza vaccines against pandemic 
(H1N1) 2009 influenza ;

 - Reflection paper on the demonstration of 
a possible impact of maternally derived 
antibodies on vaccine efficacy in young 
animals ;

 - Guideline on data requirements for 
multi-strain dossiers for inactivated vaccines 
against Avian Influenza (AI), Blue Tongue 
(BT) and Foot and Mouth Disease (FMD).

•	 Spearhead EARLY PHASE 
DEVELOPMENT. 
For 2010 we note the evaluation of 
clinical trials at the first administration of 
drugs, exploratory clinical trials and the 
reception of the pre-submissions of the 
pre-exploratory clinical trials. 
We were also active in the national and 
international meetings in order to meet the 
need for improvement and modifications 
to the insights in the context of early 
phase studies. Exchanges of There were 
regular exchanges of experiences and the 
regulatory issues were coordinated.

•	 Spearhead PROACTIVE VIGILANCE. 
For 2010 we especially note the publication 
of the electronic newsletter VIG-NEWS 
on the Agency’s website. This newsletter 
is produced by the Belgian Centre 
for Pharmacovigilance for Medicines 
for Human use, within the FAMHP 
(BCGH-CBPH).
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applications in the NP was reduced 
continually. Because of the sharp decrease 
of the number of pending applications, 
quality assessors should be able to hold a 
stronger position in other procedures, such 
as applications for STA, clinical trials or 
European MA-related procedures.

•	 In 2010, the IT-team focused on improving 
the performance of the MeSeA-system.

•	 Approval of the procedure in the context of 
crisis management. 
This procedure explains what crisis 
management is exactly and how it is 
organised in practice, meaning the 
procedure to deal optimally with potential 
crisis situations that may weaken or 
damage our Agency’s reputation and may 
have significant effects on Public Health. 
This procedure was developed in the 
context of a high strategic intervention 
level for taking control over a sudden, 
predictable or unpredictable event.

•	 Editing of a cooperative agreement with the 
FPS Personnel & Organisation in regard 
with the development of the strategic part 
of the strategic communication plan of the 
FAMHP.

•	 2010 was also the year in which the 
International Relations Unit was founded 
within the Chief Executive Officer’s 
Services.

fields of expertise, amongst others an 
assessor for clinical trial methodology, 
a biostatistician and two doctors with 
experience in the field of risk/benefit 
analysis and pharmacovigilance.

•	 The FAMHP is also considering the 
recruitment of an expert in cell therapy and 
innovative therapies in order to reinforce 
its expertise in these fields.

•	 In 2010, an expert database was established.
•	 We note the approval of the procedure with 

regard to statements of conflicts of interest.
•	 Establishment of an IT-interface (portal) for 

scientific information on the life cycle of 
medicines.

•	 Approval of the Quality Manual for 
the “Industry” Division of the DG 
INSPECTION.

•	 This Quality Manual should function as 
a lever for the further development of the 
quality system within the DG INSPECTION 
and by extension the entire Agency.

•	 The FAMHP decided to introduce from 1 
January 2010 onwards the new European 
system for variations, at the same time as 
it was introduced for the new MRP and the 
CP. 
This resulted in a significant reduction in 
the number of analytical type II variations 
pending. Thanks to the implementation 
of an action plan for the further reduction 
of the processing time of national 
applications, the number of pending 
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Elements of the network – From whom does the PMo unit receive information?

From whom Which information In what form on what basis

Chief	Executive	Officer Questions,	files,	projects Personal	contact Weekly/Ad	hoc

Executive	Council Files,	projects Meeting	 Ad	hoc	/quarterly

Project	leaders Questions,	information Personal	contact Ad	hoc	/monthly

Divisions/units Questions,	information Personal	contact,	meeting Ad	hoc

PMO	network Questions,	information,	
good	practices

Meeting Weekly

Elements of the network – To whom does the PMo unit gives information?

To whom Which information In what form on what basis

Chief	Executive	Officer Proposals,	files,	projects Personal	contact Weekly/Ad	hoc

Executive	Council Proposals,	files,	projects Meeting	 Ad	hoc/quarterly

Project	leaders Advice,	coaching Personal	contact Ad	hoc/monthly

Divisions/units Advice,	information Personal	contact,	meeting Ad	hoc

PMO	network Proposals,	files,	projects Meeting Weekly
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International Relations Unit

The International Relations Unit is 
responsible for the coordination of the 
internal and external flow of information 
in national and international contexts, with 
a view to the harmonisation of Belgium’s 
positions on the international level.

2010 was a remarkable year to the 
International Relations Unit due to the 
preparation and coordination of the Belgian 
presidency of the Council of the EU in the 
second half of the year. A lot of time and 
effort was spent on the coordination and 
organisation of twenty informal meetings and 
of the Ministerial Conference “Innovation 
and Solidarity in Pharmaceuticals”.

Together with the FPS of Foreign Affairs, 
the International Relations Unit was also in 
charge of the presidency of the Working Party 
on Pharmaceuticals and Medical Devices 
of the Council of Ministers of the EU. As 
the main outcome we note the political 
agreement after a first reading of the draft 
Directive on the fight against Falsified 
Medicines.

Furthermore, the International Relations Unit 
coordinator took part in the working group of 
the HMA for the development of the Strategy 
Paper II 2011-2015. During this presidency, 
she also functioned as the secretary of the 
HMA meetings.
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The Scientific Committee met four times in 
the course of 2010.

In 2010, the Scientific Committee discussed 
the possibility to modify its composition 
and objectives. This discussion occurred 
in function of the analysis of procedures 
made in 2009 of the working methods of 
the various commissions related to the 
FAMHP. This review made it clear that some 
commissions represented in the Scientific 
Committee have primarily scientific goals, 
while others are rather of an administrative 
nature. Any modification of the Scientific 
Committee, however, implies an amendment 
to the legislation and this is not considered 
appropriate at the moment.

The Scientific Committee launched 
the preparatory work to meet the legal 
requirements for the publication of the 
agendas, minutes, rules of procedures and 
declarations of conflicts of interest by the 
members of the various commissions and 
committees. It is important to clarify what 
may or may not be published, based on the 
confidentiality of the information. The Legal 
Affairs Division of the FAMHP provides the 
necessary support in this matter. These data 
will be published on the FAMHP website.

In 2010, the Evaluation commission 
for medical devices and the Evaluation 

commission active implantable medical 
devices merged in effect. The president of 
this new commission is ex officio a member 
or the Scientific Committee.

The Scientific Committee also showed a lot 
of interest in the creation of a centralised 
database of experts (internal and external) 
within the FAMHP. This database will 
provide a general overview of the domains of 
expertise that are available or lacking and will 
make it possible to consolidate the domains 
of expertise chosen by the FAMHP and to 
analyse which expert is the most suitable for a 
certain file.

The three
committees of 
the FAMHP scientific Committee

Transparency Committee Consultative Committee Scientific Committee

CHIEF EXECUTIVE OFFICER
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Consultative Committee Transparency Committee

The Consultative Committee met four times 
in the course of 2010.

The role of the FAMHP in the context of the 
Belgian presidency of the Council of the EU 
in the second half of 2010 was explained at a 
meeting. During the joint trio approach by 
Spain, Belgium and Hungary three important 
files were discussed: pharmacovigilance, the 
fight against counterfeit medicines and patient 
information. Another two, technical subjects 
were discussed: radiopharmaceuticals and 
antimicrobial resistance.

The Division Special Investigation 
Unit (SOE-USE) gave an overview of the 
transversally coordinated approach of 
pharmaceutical crime and the strategy used 
regarding counterfeit medicines and other 
illegal medicines.

A presentation was also given on the Medical 
Need Programme (MNP), an important topic 
today that creates increasing pressure on the 
government in regard with access to certain 
medicines. For the application of EU directive 
2001/20, Eudralex Volume 10 concerning 
the directives on conducting clinical trials 
- human, the protection of patient can be 
guaranteed. The reliability of data generated 
from clinical trials can also be ensured by 
means of clinical trials, Compassionate Use 
(CU) before a MA is granted, MNP after an 

MA is granted and other regulatory options.

The field of competence Human Tissue 
material was discussed as well. All aspects of 
human tissue material are governed by the 
Law of 19 December 2008, which took effect 
on 1 December 2009. Further explanation was 
given about the role and obligations of the 
institutions and on aspects of biovigilance. 
All cases with respect to biovigilance need to 
be reported to the Vigilance Division of the 
DG POST authorisation of the FAMHP.
The DG PRE authorisation is involved 
in clinical trials and orphan drugs, 
the DG INSPECTION deals with the 
pre-authorisation and advertising (which 
is forbidden in the case of human tissue 
material). There is also a consultation 
platform with hospitals.
The information on human tissue material 
can be found on the website of the FAMHP.

In 2010, the Transparency Committee met 
five times.

The major focus of the plenary meetings of 
the Transparency Committee in 2010 was the 
monitoring of the 2010 budget, the personnel 
plan and the recruitment schedule 2010. Also, 
an opinion was issued about the 2011 budget.
Due to the political situation of Belgium in 
2010 with a government in current affairs, 
the Transparency Committee had to take 
into account the possibility that the next 
government will change the parameters for 
the 2011 draft budget.

The dissemination of information on 
measuring and visualising the strategic goals 
of the FAMHP via the Cockpit application 
around Key Performance Indicators (KPI), 
taught us that the ambition of the FAMHP 
was to develop and complete 24 KPI by 31 
December 2010. During the meeting on 
2 December 2010, fifteen finalised KPI 
were introduced extensively. We intend 
to complete all KPI by the end of the 
first quarter of 2011. At the request of our 
president, the priority KPI and one or two 
less urgent KPI will be discussed during 
quarterly meetings in 2011.

The operational objectives of the FAMHP 
in 2010, including their timelines, were also 
discussed during the meetings.
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In view of the Belgian presidency of the 
Council of the EU during the second half 
of 2010, all members were informed of the 
concrete part the FAMHP would take in 
the field of medicines and health products. 
An important feat is the second part of the 
“Pharmaceuticals pack” regarding counterfeit 
medicines that was finalised and approved 
near the end of 2010.

The first mandates of Mr Tim De Kegel 
and Marc-Henry Cornély, president and 
vice-president respectively, came to an 
end in November 2010. Both applied for 
another term. During the last plenary 
meeting of 2 December 2010, members have 
unanimously accepted their candidacy and 
so their mandates have been renewed for the 
2011-2012 term.
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In 2010, portfolio/scientific meetings took 
place in the area of contacts with the relevant 
industry and on 18 and 19 November 2010 
a workshop on Early Phase Development in 
Oncology was organised. This workshop 
was organised in the context of the Belgian 
presidency of the Council of the EU and 
in collaboration with various sponsors of 
clinical trials in the field of oncology.
The FAMHP was also asked to take action 
in the field of the Unmet medical need 
(UN)-problem for various oncological 
medicines.

The ONCOLOGY spearhead was present 
at several national and international 
conferences:
•	 Future of Independent Academic Clinical 

Research in Europe, Belgian Royal Academy 
of Medicine in collaborations with 
European Organisation for Research and 
Treatment of Cancer (EORTC), 2 September 
2010;

•	 Round table: Treatment and Support of Brain 
Tumour Patients and Their Families, Brussels, 
11 September 2010;

•	 Kick-off working seminar Towards an 
Integrated Belgian Plan for Rare Diseases, King 
Baudouin Foundation, 17 September 2010;

•	 Meeting European Association for 
Neuro-Oncology (EANO), 17 to 19 September 
2010;

•	 Orphan Drugs for Rare Cancers, European 
Parliament, 5 October 2010.

The continuation of these activities is 
scheduled in 2011.

In the context of the activities by the 
ONCOLOGY spearhead, new partnerships 
have been defined with organisations such 
as the Cancer Centre (e.g. contribution of 
the FAMHP to proposals for the Cancer plan 
2011-2013) and the Fund for Rare Diseases and 
Orphan Drugs (collaboration between the 
FAMHP and the Belgian Plan Rare Diseases 
– working group 6C: research and clinical 
studies). These partnerships will become 
more concrete in 2011.

In 2010, we engaged in an intensive 
collaboration with the RIZIV-INAMI by 
participating in meetings of the Working 
group Immunotherapy for the treatment of 
melanoma and glioma, and we participated 
in the discussions surrounding the 
establishment of the Unmet Medical Need - 
Avastin in glioblastoma programme. Similar 
collaborations will be repeated in 2011 ad hoc, 
with special care for the UN issues.

The FAMHP provides Belgium’s 
representative in the newly founded Paediatric 
Oncology Task Force of the EMA.

The four spearheads of the FAMHP
oNCoLoGY spearhead

    
     

      
          

                          Sonja Beken    
     

      
          

                  Spearhead coordinator

121

FAM
H

P ~ Annual Report 2010



In 2011, we will also go back to the concept of 
monthly project team meetings, so as to make 
dialogues more effective and interactive. The 
objectives of these meetings are:

•	 To ensure transversal exchange of 
relevant information about CTA, PIP, 
STA (Scientific and Technical Advice, 
national and European via EMA), MA, 
pharmacovigilance and issues concerning 
inspection.

•	 To provide feedback on CHMP, SAWP, 
PDCO and ad hoc CMDh, PhVWP.

•	 To further develop the organisation of the 
ONCOLOGY spearhead.

A few specific figures and facts for 2010 are:

•	 Submission to the FAMHP of 131 Clinical 
Trial Applications (CTA) for oncological 
medicines, in particular for phase II and III 
clinical trials;

•	 Pilot project in the context of Unmet 
Medical Need - Avastin in glioblastoma.

•	 This project was presented to the 
Consultative Committee on 9 September 
2010. Since late 2010, Avastin is available 
in the context of Medical Need Program 
(MNP) with partial mediation via article 
56 (reimbursement) for patients with a 
recurrent glioblastoma, for which no other 
treatment option is left and which cannot 
be included in a clinical trial;

•	 An application for Compassionate Use (CU) 
with a haematology indication;

•	 Belgium provided the coordinator for some 
thirteen European oncology opinions;

•	 Activities in the context paediatric 
regulation:
 - eight peer review Pediatric Investigation 
Plans (PIP)

 - ten non-clinical topic leadership
 - two rapporteurships for files for art. 45 
Regulation N° 1901/2006

•	 Belgium is (co-)rapporteur for:
 - MA on CHMP level
•	 Zunrisa	(casopitant)
•	 Docetaxel	Mylan	(docetaxel)
•	 Sancuso	(granisetron)

 - Referral
•	 Levact	(bendamustine)

 - Peer review
•	 PecFent	(fentanyl)

 - Pharmacovigilance
•	 Intron	A	(interferon	A)

 - CAT/CHMP co-rapporteur and 
coordinator - Appeal Procedure
•	 Cerepro	(sitimagene	ceradenovec)

 - COMP – orphan designation
•	 Gliovax
•	 Oxysterol	(rapporteur)

Like we did in 2010, we will continue to 
work within the chosen specialties or 
domains Neuro-oncology, Advanced Therapies 
for oncological indications, Paediatric oncology, 
Oncological orphan indications and Antiemesis in 
chemotherapy.
The further consolidation of our current 
activities with a focus on R&D-related 
activities, such as applications for CTA, 
scientific advice (national and EMA), activities 
in the field of paediatric regulations (national 
and EMA PDCO) and the UN issues, are on 
the agenda for 2011. This implies, however, 
an implementation of the minimum 
requirements for internal expertise.
Increased involvement in the CP to obtain a 
MA for oncological medicines is not provided 
until 2012, due to the need for specific 
additional internal expertise.
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VACCINEs spearhead

VACCINES for human use
2010 was once again a year of hard work. After 
the pandemic year 2009 came 2010, which 
was all about “lessons learnt”. The FAMHP 
took the initiative for the evaluation of all 
work done during the A/H1N1v pandemic.

Discussions with academics lead to the 
idea that there was a need to evaluate the 
campaigns implemented during the A/H1N1v 
crisis. After further consultation, the idea 
emerged to meet with a number of member 
states to discuss one specific aspect: the 
“pandemic” vaccination campaign.
This initiative was further discussed with the 
European Centre for Disease Prevention and 
Control (ECDC), EMA and WHO. They turned 
out to be interested parties as well.

A workshop was organised which included 
three sessions:
•	 Information on the authorisation of the 

pandemic vaccines, a presentation by 
the ECDC on the epidemiology and a 
presentation by the WHO on the policy 
during an epidemic;

•	 Exchange of experiences between seven 
member states (Belgium, Germany, 
Hungary, Italy, Netherlands, United 
Kingdom, Sweden) regarding the 
vaccination campaign by means of a 
previously prepared questionnaire;

•	 Communication during the A/H1N1v 
pandemic.

The meeting was meticulously minuted and 
a record of the meeting was published in the 
journal Vaccine. 2011 Jan 10;29(3):370-7. Epub 
2010 Nov 12.
Lessons learnt from pandemic A(H1N1) 2009 
influenza vaccination. Highlights of a European 
workshop in Brussels (22 March 2010); Hanquet G, 
Van Damme P, Brasseur D, De Cuyper X, Gregor 
S, Holmberg M, Martin R, Molnár Z, Pompa MG, 
Snacken R, van der Sande M, Van Ranst M, Wirtz 
A, Neels P.

A second initiative was set up at the 
request of the minister of Public Health, 
Laurette Onkelinx. The first conference 
of the Belgian presidency of the Council 
of the EU on 1 and 2 July was all about the 
“lessons learnt” from the approach of the A/
H1N1v pandemic. Again, the FAMHP made 
a significant contribution. The conclusions 
of this conference were published and can 
be consulted online on the website of the 
FAMHP.

Via different fora (such as the Vaccine 
Working Party, CHMP, Biologics Working 
Party-BWP) we also continued the 
improvement of the “Preparedness”-directives 
and preparatory documents.

    
     

      
          

                           Pieter Neels    
     

      
          

                  Spearhead coordinator
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VACCINES for veterinary use
Our Agency, recognised as an important 
player in the area of vaccines for veterinary 
use, continued its activities on the European 
level, especially in regard with the aspects 
anticipating authorisation.

In this context we note the following:

•	 Coordination of a scientific opinion for a 
vaccine, submitted to the SAWP-V of the 
CVMP; 

•	 Granting of two new rapporteurships for a 
vaccine CP;

•	 Rapporteurship or co-rapporteurship for 
currently pending procedures for three 
vaccines;

•	 Renewal of a MA for a CP for which 
Belgium is the rapporteur;

•	 Processing of a clinical variation for a 
centrally authorised vaccine for which 
Belgium is the co-rapporteur;

•	 Processing of two analytical variations for 
which Belgium is the rapporteur;

•	 Rapporteurship and co-rapporteurship for 
three referrals for vaccines for veterinary 
use.

•	 Together with European partners, vaccines 
for veterinary use and its regulation were 
extensively discussed during the informal 
CVMP meeting of September 2010 in 
Antwerp in the context of the Belgian 

presidency (see @ctua EXTRA 14.04.2011). 
The possibilities for more accessible 
vaccines against emerging infectious 
diseases were also discussed.

Via its representatives within the CVMP and 
the Immunologicals Working Party (IWP), 
the FAMHP made an important contribution 
to the development of two Reflection papers, 
about vaccines against swine flu and about 
research concerning the potential impact 
of maternal antibodies on the efficacy of 
vaccines. Next to that, the Agency contributed 
to the development of a directive on vaccines 
against Foot and Mouth Disease: Draft 
reflection paper on data requirements for swine 
influenza vaccines against pandemic (H1N1) 2009 
influenza and Guideline on data requirements for 
multi-strain files for Inactivated vaccines against 
Avian Influenza, Blue Tongue and Foot and 
Mouth Disease.

In the context of the Belgian presidency of 
the Council of the EU, the Agency organised 
an informal meeting of the CVMP in 
Antwerp. An important theme with regard 
to suddenly emerging diseases and the 
prospects for vaccination was documented. 
This led to a recommendation on the need to 
develop procedures for scientific advice that 
can be used to react swiftly to applications 
from member states in the event of an 

Our usual tasks continued as well.

For 2010 we note:

•	 three rapporteurships for new vaccines;
•	 seven scientific opinions for European 

authorised vaccines;
•	 nine scientific opinions for national 

vaccines;
•	 many type II variations (analytical and 

clinical);
•	 dozens of Follow-up Measures (FUM’).

Collaborations with national and 
international organisations were 
consolidated:

•	 with the Belgian Federal Superior 
Health Council (HGR-CSS) vaccines 
sections for the preparation of national 
recommendations on vaccination;

•	 with the Belgian Health Care Knowledge 
Centre (KCE) to provide advice on 
vaccination

•	 with the WHO and ECDC to provide advice 
concerning the use of vaccines within and 
outside Europe;

•	 by the presence of the Agency on various 
international fora, such as ADVAC, IABG, 
ESPID, in order to spread and defend the 
directives and viewpoints of the European 
Union.
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exceptional health situation. There was also 
a conference: “Swine Influenza: pigs and 
pandemic influenza”. 
In 2010, 173 variations for vaccines approved 
via NP were concluded; in that same period 
138 new variations were filed with the 
FAMHP.

In the context of reinforced 
pharmacovigilance, the FAMHP continued 
the evaluation of adverse reactions of the 
different vaccines against blue tongue 
serotype 8 administered to sheep and 
cattle during the Belgian mandatory 
vaccination campaign in 2010. The results 
were corresponded to the Commission 
for medicines for veterinary use and to 
veterinarians.

Our Agency continued its collaborations 
with the Veterinary Agrochemical Research 
Centre (CODA-CERVA) in the context of the 
sampling plan for vaccines for veterinary use 
based on a risk analysis and for the evaluation 
of the analytical variations. Moreover, the 
FAMHP organised in collaboration with the 
CODA-CERVA, three GMP inspections with 
pharmaceutical companies that manufacture 
vaccines for veterinary use. The coordination 
commission that regulates the cooperation 
between the FAMHP and the CODA-CERVA 
met three times in 2010.
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PRoACTIVE VIGILANCE spearhead

In 2010, we also continued to develop the 
PROACTIVE VIGILANCE spearhead, which 
focuses on the prevention of adverse effects 
and adverse reactions associated with the use 
of medicines and health products.

Pharmacovigilance of medicines for 
human use
In the field of pharmacovigilance of 
medicines for human use, an important 
step forward was the launch of the website 
www.gelefiche.be-www.fichejaune.be on 30 
November 2010 in the context of the Proactive 
pharmacovigilance project. Via this website, 
healthcare professionals can report adverse 
reactions online. We also started giving more 
personalised and detailed feedback responses 
to the reports that we receive.

In the field of information we note:

•	 Publication of the Direct Healthcare 
Professional Communications (DHPC) on 
the FAMHP’s website;

•	 Publication on the FAMHP’s website of the 
electronic newsletter VIG NEWS with the 
latest news on pharmacovigilance;

•	 A number of publications in scientific 
magazines;

•	 The awareness campaigns at universities 
and hospitals are also continued and 
complemented with several other actions, 
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PRoACTIVE VIGILANCE spearhead

following the example of the system for 
pharmacovigilance of medicines for human 
use, the Agency continued to develop of 
a system for online reporting of adverse 
incidents and reactions that occur with the 
use of blood and blood derivatives. The 
system will be operational in the course of 
2011.

•	 As for awareness campaigns in the field of 
haemovigilance, the FAMHP gave several 
presentations in the context of an academic 
training Quality Management and a Master 
in transfusion medicine.

•	 During the Week of Patient Safety, 
the Agency also gave a presentation 
on haemovigilance in a hospital and 
cooperated to the publication of the article 
Guidelines of the Belgian Hematology report in 
the Belgian Journal of Hematology.

Biovigilance
In the field of biovigilance the FAMHP gave 
a presentation at the request of the Belgian 
association of tissue banks, to raise awareness 
with the executives of human tissue banks. 
The FAMHP also dispensed advice in the 
context of the training course Human tissue 
material: from donor to recipient.
 

such as training sessions in which the new 
online reporting system is presented.

Pharmacovigilance of medicines for 
veterinary use
•	 In the field of pharmacovigilance of 

medicines for veterinary use, the Agency 
regularly publishes on its website since 
September 2010 an updated list of the 
waiting times for medicines for veterinary 
use meant for food-producing animals. 
This list is meant to make the information 
more readily available to veterinarians.

•	 We also started collecting data on the 
distribution and follow-up of the selection 
of antibiotics resistance, another important 
aspect of pharmacovigilance of medicines 
for veterinary use. After consultation within 
the BELVET-SAC consortium (Belgian 
Veterinary Surveillance of Antimicrobial 
Consumption), with pharma.be and with 
the wholesalers-distributors of medicines 
for veterinary use, the FAMHP developed 
the means to collect data on the evolution 
of antibiotics consumption. As known, 
antibiotics consumption is an important 
factor in regard with the occurrence of 
antimicrobial resistances. BELVET-SAC is a 
consortium responsible for the registration 
and analysis of the use of antimicrobials 
in veterinary medicine in Belgium. The 
consortium is the result of a partnership 
agreement between the FAMHP, Ghent 

University, the WIV-ISP and CODA-CERVA; 
it was founded at the initiative of the 
Belgian Antibiotic Policy Coordination 
Committee (BAPCOC) and is financed by 
the Agency.

•	 In 2010, a partnership agreement was also 
signed with the Poison Centre. In this 
context the FAMHP now also receives 
reports by the Poison Centre that are 
associated with adverse effects of medicines 
for veterinary use. This is a valuable source 
of information in relation to the activities 
of our Agency.

Materiovigilance
•	 In the field of materiovigilance, 2010 saw 

the renewal of the Evaluation committee 
for medical devices that is responsible 
for the evaluation of incidents involving 
medical devices. As a result, our network 
of external materiovigilance experts could 
be expanded, which will be a benefit to the 
quality of evaluations.

•	 In November 2010, an important awareness 
campaign about reporting incidents 
with medical devices was launched 
at the occasion of a presentation on 
materiovigilance during a seminar of the 
Committee on Medical Material of the 
hospitals.

Haemovigilance
•	 In the field of haemovigilance and 
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EARLY PHAsE DEVELoPMENT spearhead

It has long been recognised that the 
application of GMP standards (Good 
Manufacturing Practices) in early phase 
clinical trials needs to allow for some 
flexibility. There are, however, good reasons 
to maintain high standards. The FAMHP 
recently drew up recommendations to 
alleviate the implementation of the early 
phases of clinical trials.

GMP standards are meant to document every 
aspect of the processes and operations related 
to the production of a medicinal product. 
All manufacturing and analysis equipment 
must suit their intended use. All operational 
methods and procedures for manufacturing, 
cleaning and analytical testing used in the 
fabrication process need to be validated 
according to predefined specifications. GMP 
must be applied in order to protect study 
participants against the administration of a 
defective or wrong product or wrong dose, 
and also to ensure the reliability of the data 
derived from clinical trials.

Clinical trials differ from the routine use of 
medicines for several reasons related to the 
clinical trial itself and as a consequence of a 
production process still under development. 
Moreover, the potency and toxicity of the 
investigational medical product are not 
yet fully known. GMP in clinical trials are 
governed by specific guidelines (Eudralex 

    
     

      
          

                           Walter Janssens
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limited production operations and specify the 
manipulations required.

The objective is to evaluate the procedure 
based on the experience gained and consider 
adaptations where necessary. The inspections 
took place for the first time in late 2010 and 
will continue in 2011.

It goes without saying that the timely 
assessment of early phase studies remains the 
primary goal in this area and in other areas.
In 2010, 27 regular phase I clinical trials were 
assessed within the framework of the first 
administration of medicines.
In addition, twenty clinical trials were 
assessed according to one of the paradigms of 
the research categories.
In order to record the needs for improvement 
and changing insights in early phase clinical 
trials and to explain our viewpoints, we took 
part in national and international meetings 
and seminars.

Further details can be found on the Agency’s 
website.

EARLY PHAsE DEVELoPMENT spearhead

volume IV, annex XIII). The parties 
involved are aware that the application 
of these guidelines in the early phase of 
clinical trials is not easy, because this phase 
requires flexible dose adjustments and ex 
temporaneous preparation. The execution 
of certain manufacturing activities by highly 
educated staff can also be a requirement. 
Yet often there is no Qualified Person (QP) 
present in the phase I units.

In order to comply with the GMP standards, a 
phase I unit can apply for an authorisation for 
the production of Investigational Medicinal 
Products (IMP); this is the preferred solution. 
When a phase I unit is an integral part of 
a hospital, it can rely on the hospital for 
reconstitution operations. This reconstitution 
is a limited activity and is not possible for a 
phase I unit which is not part of a hospital, 
not even when it is situated in the same 
building. However, obtaining authorisations 
is not always possible or necessary. 
To this end, a phase I unit or a hospital 
pharmacy can request an inspection that is 
not linked to an authorisation, yet will allow 
them to execute well-defined and limited 
production operations for internal use and 
within the context of early phase clinical 
trials. At the inspected location, a responsible 
person needs to be present and a quality 
agreement with the QP needs to describe the 
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DG PRE authorisation
The DG PRE authorisation plays an 
important role in the encouragement of 
innovation, the evaluation of clinical trials, 
and the processing of applications for 
MAs and amendments to existing MAs for 
medicines for human and veterinary use. 
The evaluation of MAs issued by the FAMHP 
usually takes place via a European procedure. 
European directives and guidelines are 
used even in purely national procedures. 
It is extremely important for the DG PRE 
authorisation to closely follow up on the 
changes and evolution in the regulation and 
to ensure a pertinent active contribution to 
the relevant discussions that take place at 
European level. The DG PRE authorisation 
is therefore also permanently represented 
in a number of European committees 
and working groups. European evaluation 
tasks, e.g. as rapporteur for the CP or as a 
coordinator in the European STA procedure, 
can only be acquired and efficiently 
performed if we are present in the relevant 
committees and working groups.

DG POST authorisation
The DG POST authorisation is in turn 
represented in various European committees 
and working groups engaged in the area 
of vigilance and proper use of medicines 
and health products. By means of this 
participation we remain informed at all 

times of the developments taking place in 
relation to medicines, medical devices, blood, 
cells and tissues. Belgium’s know-how is 
shared with our European colleagues, and 
consultation ensures better harmonisation.

DG INSPECTION
Regarding harmonisation of inspection 
and control activities, and the fight against 
pharmaceutical crime, the staff of the DG 
INSPECTION present at the international 
fora bringing together various international 
medicinal products authorities.

FAMHP representatives at national 
and international level
International representation
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EMA Management Board Xavier	De	Cuyper,	Chief	Executive	Officer
Greet	Musch	(DG	PRE	authorisation)

EMA	Committees

Committee	for	Advanced	Therapies	-	CAT Claire	Beuneu	(DG	PRE	authorisation)
Belaïd	Sekkali	(DG	PRE	authorisation)

Committee	for	Medicinal	Products	for	Human	Use	-	CHMP Pieter	Neels	(DG	PRE	authorisation)

Committee	for	Medicinal	Products	for	Veterinary	Use	-	CVMP Bruno	Urbain	(DG	PRE	authorisation)
Frédéric	Klein	(DG	PRE	authorisation)

Committee	for	Orphan	Medicinal	Products	-	COMP André	Lhoir	(CEOs)

Committee	on	Herbal	Medicinal	Products	-	HMPC Heidi	Neef	(DG	PRE	authorisation)

Paediatric	Committee	-	PDCO Daniel	Brasseur	(DG	PRE	authorisation)
Jacqueline	Carleer	(DG	PRE	authorisation)

CHMP/CVMP Working party

Joint	CHMP/CVMP	Quality	Working	Party	-	QWP	 Katrien	Van	Landuyt	(DG	PRE	authorisation)

Joint	CVMP/CHMP	ad	hoc	expert	group	on	the	application	of	the	3Rs Sonja	Beken	(DG	PRE	authorisation)

CHMP Working parties

Biologics	Working	Party	-	BWP Alan	Fauconnier	(DG	PRE	authorisation)

Coordination	Group	and	Guidelines	Consistency	Group	(Standing	Working	Party) Daniel	Brasseur	(external	expert)

Multidisciplinary	CHMP	drafting	group	on	nanomedicines Sandrine	Tinton	(DG	PRE	authorisation)

Pharmacovigilance	Working	Party	-	PWP Jean-Michel	Dogné	(DG	POST	authorisation)

Safety	Working	Party	-	SWP Sonja	Beken	(DG	PRE	authorisation)
Karen	De	Smet	(DG	PRE	authorisation)

Scientific	Advice	Working	Party	-	SAWP Walter	Janssens	(DG	PRE	authorisation)

Biosimilar	Medicinal	Products	Working	Party	-	BMWP Karen	de	Smet	(DG	PRE	authorisation)

Vaccines	Working	Party	-	VWP Daniel	Brasseur	(DG	PRE	authorisation)
Karen	De	Smet	(DG	PRE	authorisation)
Pieter	Neels	(DG	PRE	authorisation)

On the following pages you will find an overview of the internal staff members who represent the Agency in the most frequently meeting 
international committees, working groups and other platforms:
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CVMP Working parties

Efficacy	Working	Party	-	EWP-V Sandy	Vermout	(DG	PRE	authorisation)

Pharmacovigilance	Working	Party	-	PWP-V Lionel	Laurier	(DG	POST	authorisation)

Scientific	Advice	Working	Party	-	SAWP-V Frédéric	Descamps	(DG	PRE	authorisation)

Working	Group	on	Quality	Review	of	documents	-	QRD Dries	Minne	(DG	PRE	authorisation)

EMA and its Working groups

CTS	vet Christophe	Debruyne	(DG	PRE	authorisation)

EudraCT Kristof	Bonnarens	(DG	PRE	authorisation)
Erik	Everaert	(DG	PRE	authorisation)

EudraGMP Pieter	Vankeerberghen	(Ss)

Eudranet	 Pieter	Vankeerberghen	(Ss)

EUDRAPHARM Pieter	Vankeerberghen	(Ss)

EudraVigilance	Expert	Working	Group	-	EWG Margriet	Gabriels	(DG	POST	authorisation)

EudraVigilance	Joint	Implementation	Group Lionel	Laurier	(DG	POST	authorisation)

EudraVigilance	Telematic	Implementation	Group	-	TIG Margriet	Gabriels	(DG	POST	authorisation)

EudraVigilance	Member	State	User	Group	-	MSUG Margriet	Gabriels	(DG	POST	authorisation)

Eurs	IABG Pieter	Vankeerberghen	(Ss)

GCP	Inspectors	Working	Group Dominique	Delforge	(DG	INSPECTION)
Sarah	T’Kindt	(DG	INSPECTION)

GDP	Inspectors	Working	Group Ethel	Mertens	(DG	INSPECTION)

GMP/GDP	Inspectors	Working	Group Josiane	Van	der	Elst	(DG	INSPECTION)
Cathérine	Planchon	(DG	INSPECTION)
Wim	Van	Linden	(DG	INSPECTION)

Joint	Audit	Programme Wim	Van	Linden	(DG	INSPECTION)
Cathérine	Planchon	(DG	INSPECTION)

Pharmacovigilance	Inspectors	Working	Group Nele	Matthijs	(DG	INSPECTION)
Christophe	Debruyne	(DG	INSPECTION)

Telematics Pieter	Vankeerberghen	(Ss)
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HMPC Working party

Quality	Drafting	Group Heidi	Neef	(DG	PRE	authorisation)

HMA and its Working groups

Clinical	Trials	Facilitation	Group	-	CTFG Greet	Musch	(DG	PRE	authorisation)
Kristof	Bonnarens	(DG	PRE	authorisation)

Co-ordination	Group	for	Mutual	Recognition	and	Decentralised	Procedures	-	Human	–	CMDh Sophie	Colyn	(DG	PRE	authorisation)

Co-ordination	Group	for	Mutual	Recognition	and	Decentralised	Procedures	-	Veterinary	–	CMDv Valerie	Van	Merris	(DG	PRE	authorisation)

EMACOLEX Els	Geeraerts	(CEOS)
Paul	Ballegeer	(Od)

Heads	of	Medicines	Agencies,	human	medicinal	products Xavier	De	Cuyper,	Chief	Executive	Officer

Heads	of	Medicines	Agencies,	veterinary	medicinal	products Xavier	De	Cuyper,	Chief	Executive	Officer

Homeopathic	Medicinal	Products	Working	Group	-	HMPWG Marie-Anne	Mouyart	(DG	PRE	authorisation)

Working	Group	of	Communication	Professionals	-	WGCP Ann	Eeckhout	(CEOs)

Working	Group	of	Enforcement	Officers	-	WGEO Roy	Vancauwenberghe	(DG	INSPECTION)

Council of Europe

EDQM,	European	Committee	(Partial	agreement)	on	blood	transfusion	(CD-P-TS) Ludo	Muylle	(DG	POST	authorisation)

EDQM,	European	Committee	(Partial	agreement)	on	organ	transplantation	(CD-P-TO) Ludo	Muylle	(back	up)	(DG	POST	authorisation)

EDQM,	European	Committee	on	Pharmaceuticals	and	Pharmaceutical	Care Josiane	Van	der	Elst	(DG	INSPECTION)

EDQM,	European	Committee	of	Experts	on	Minimising	the	Public	Health	Risks	posed	by	Counterfeiting	of	Medical	
Products	and	Related	Crimes	(CD-P-PH/CMED)

Roy	Vancauwenberghe	(DG	INSPECTION)

EDQM,	European	Committee	of	Experts	on	quality	and	safety	standards	in	pharmaceutical	practices	and	Pharmaceutical	
Care	(CD-P-PH/PC)

Tom	Brusselmans	(DG	INSPECTION)

EDQM,	European	Committee	of	Experts	on	the	Classification	of	Medicines	as	Regards	their	Supply Marie-Louise	Bouffioux	(DG	POST	authorisation)

EDQM,	European	Pharmacopoeia	Commission Katrien	Van	Landuyt	(DG	PRE	authorisation)

Homeopathic	Manufacturing	Methods	-	HMM Marie-Anne	Mouyart	(DG	PRE	authorisation)

Pompidou	Group Dirk	Mergan	(DG	INSPECTION)
Bernard	Vandenbosch	(DG	INSPECTION)

Technical	Advisory	Board	–	TAB,	certification	procedure Marie-Joëlle	De	Vos	(DG	PRE	authorisation)

Council of European Ministers

EU	Customs	Working	Party Dirk	Mergan	(DG	INSPECTION)
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Horizontal	Working	Party	on	Drugs Dirk	Mergan	(DG	INSPECTION)
Bernard	Vandenbosch	(DG	INSPECTION)

Working	Group	on	Medicinal	Products	and	Medical	Devices Els	Geeraerts	(CEOs)

European Commission

Drug	Precursor	Committee	(Brussels) Dirk	Mergan	(DG	INSPECTION)

European	Monitoring	Centre	for	Drug	and	Drug	Addiction	-	EMCDDA) Bernard	Vandenbosch	(DG	INSPECTION)

Expert	working	Group,	(EU)	Guidelines	for	operators	(Brussels) Dirk	Mergan	(DG	INSPECTION)

Meeting	of	the	Competent	Authorities	on	Blood Ludo	Muylle	(DG	POST	authorisation)

Meeting	of	the	Competent	Authorities	on	Tissues	and	Cells Ludo	Muylle	(DG	POST	authorisation)
Josiane	Van	der	Elst	(DG	INSPECTION)

Medical	Devices	working	groups Frédérique	Meulders	(DG	POST	authorisation)

Notice	to	Applicants	(NTA)	–	Human Sophie	Colyn	(DG	PRE	authorisation)

Notice	to	Applicants	(NTA)	–	Veterinary Anicet	Ndayabandi	(DG	PRE	authorisation)

Operation	Crystal	flow	(The	Hague) Dirk	Mergan	(DG	INSPECTION)

Pharmaceutical	Committee	-	Human	Medicinal	Products Els	Geeraerts	(CEOs)
Wim	Penninckx	(DG	PRE	authorisation)

Pharmaceutical	Committee	-	Veterinary	Medicinal	Products Lionel	Laurier	(DG	POST	authorisation)
Greet	Musch	(DG	PRE	authorisation)

Standing	Committee	-	Human	Medicinal	Products Els	Geeraerts	(CEOs)
Greet	Musch	(DG	PRE	authorisation)

Standing	Committee	Precursors Dirk	Mergan	(DG	INSPECTION)

Standing	Committee	-	Veterinary	Medicinal	Products Els	Geeraerts	(CEOs)
Greet	Musch	(DG	PRE	authorisation)
Lionel	Laurier	(DG	POST	authorisation)

PFIPC

Permanent	Forum	on	International	Pharmaceutical	Crime Roy	Vancauwenberghe	(DG	INSPECTION)

PIC/s

PIC/s	Committee Josiane	Van	der	Elst	(DG	INSPECTION)
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UNo

Committee	on	drugs	-	Vienna Bernard	Vandenbosch	(DG	INSPECTION)

International	Expert	Conference	-	Vienna Dirk	Mergan	(DG	INSPECTION)
Bernard	Vandenbosch	(DG	INSPECTION)

Ss: Support services
CEOs: Chief Executive Officer’s services
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National representation

To execute the mandate of the FAMHP optimally, our Agency calls on different instances: the FAMHP Commissions, the national consultation 
platforms with stakeholders and with other public services and institutions and FAMHP representatives in national and international 
commissions and working groups.

The overview set forth below lists the commissions and consultation platforms with other public services, institutions and stakeholders, 
distributed over the Agency’s three pillars or DG’s. This breakdown is based on task distribution; for a number of commissions and platforms, 
all activities are coordinated from a single pillar.

FAMHP Commissions
DG PRE authorisation DG PosT authorisation DG INsPECTIoN

Evaluation	commission	for	homeopathic	medicines	for	
human	and	veterinary	use

Evaluation	commission	for	homeopathic	medicines	for	
human	and	veterinary	use	

Advisory	Commission

Evaluation	commission	for	medicines	for	human	use Evaluation	commission	for	medicines	for	human	use	 Commission	for	the	approval	of	institutions	assigning	
preliminary	approvals	for	scientific	events

Evaluation	commission	for	medicines	for	veterinary	use Evaluation	commission	for	medicines	for	veterinary	use	 Commission	for	the	establishment	of	retail	pharmacies	
and	chambers	of	appeal	(for	applications	in	French	and	for	
applications	in	Dutch)

Evaluation	commission	for	traditional	herbal	medicines	for	
human	use

Evaluation	commission	for	traditional	herbal	medicines	for	
human	use	

Commission	for	the	recognition	of	hospital	pharmacists

Mixed	commission Mixed	commission	 Commission	for	the	recognition	of	pharmacists-clinical	
biologists

Commission	for	the	supervision	of	advertising	for	medicines	
for	human	use

Pharmacopoeia	Commission Evaluation	commission	for	medical	device	 Mixed	Commission

Consultation platforms with FAMHP stakeholders

Backlog	Working	Group Backlog	Working	Group Consultation	platform	Blood

Clinical	Trial	Task	Force	(CTTF) Consultation	platform	Blood Consultation	platform	for	electronic	prescription	of	medical	
feed

Technical	Consultation	Platform	Registration	–	TOR	
HUM	TOR	–	JOINT	TOR	–	VET	TOR

Consultation	platform	Human	tissue	material Consultation	platform	Medical	Devices
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Working	Group	IT	with	Industry Consultation	platform	Medical	Devices Consultation	platform	Hospital	Pharmacists

Patient	Platform Consultation	platform	Human	tissue	material

Technical	Consultation	Platform	Registration	–	TOR
HUM	TOR	–	JOINT	TOR	–	VET	TOR

Consultation	platform	with	APB	and	OPHACO

Technical	Consultation	Platform	Registration	–	TOR	
HUM	TOR	–	JOINT	TOR	–	VET	TOR

Working	Group	IT	with	Industry

National consultation platforms with public services and institutions

Advisory	Committee	on	Biocides	(CAB) BAPCOC	(with	FPS	Public	Health) Consultation	platform	Influenza	(in	cooperation	with	external	
partners)

Belgian	Biosafety	Advisory	Council	(ARB) Consultation	platform	with	eHealth Consultation	platform	of	the	Precursors	Unit	with	Customs,	
Federal	Police	and	Justice	(FEDLAND)

Consultation	platform	with	CODA-CERVA Consultation	platform	with	FANC-AFCN Consultation	platform	on	Potassium	iodide	tablets	campaign	
(with	FPS	Interior	Affairs)

Consultation	platform	with	FANC-AFCN Interdepartmental	committee	of	experts	on	blood,	organs,	
cells,	tissues	and	embryos	(with	FPS	Public	Health,	KCE,	
RIZIV-INAMI	and	WIV-ISP)

Consultation	platform	with	e-Health

Consultation	platform	with	FAVV-AFSCA,	FPS	Public	Health	
and	Public	Health	Minister’s	office	(Veterinary	Medicine)

Interdepartmental	network	on	“information	society	services”	
(with	FPS	Economy)

Consultation	platform	with	FAMHP	(SOE-USE)	-	
FAVV-AFSCA	(NOE)

Consultation	platform	with	WIV-ISP Non-availability	of	medicines	(with	RIZIV-INAMI) Consultation	platform	with	FANC-AFCN

Coordination	commission	with	CODA-CERVA Working	group	on	blood	of	the	Belgian	Federal	Superior	
Health	Council

Consultation	platform	with	FAVV-AFSCA

Fund	Rare	Diseases	and	Orphan	Drugs Working	group	on	cells,	tissues	and	organs	of	the	Belgian	
Federal	Superior	Health	Council

Consultation	platform	with	FAVV-AFSCA,	FPS	Public	Health	
and	Public	Health	Minister’s	office	(Veterinary	Medicine)

Professional	Ethics	Committee	(with	FPS	Public	Health	-	DG	
Animals-Plants-Foodstuffs)

Consultation	platform	with	WIV-ISP

Technical	Council	for	Radioisotopes	(TRRI	–	RIZIV-INAMI) Coordination	commission	with	CODA-CERVA

Therapeutic	Magistraal	Form	–	TMF-FTM DGO-SCM	Guidance	Committee	(with	APB	and	OPHACO)

Guidance	Unit	for	the	FAMHP	-	FAVV-AFSCA	Protocol

Inter	DG	drugs	(with	FPS	Public	Health	and	RIZIV-INAMI)

Interdepartmental	Commission	for	Fraud	Prevention	
Coordination	in	the	economic	sectors	-	ICCF-CICF

Interdepartmental	committee	of	experts	on	blood,	organs,	
cells,	tissues	and	embryos	(with	FPS	Public	Health,	KCE,	
RIZIV-INAMI	and	WIV-ISP)

Interdepartmental	coordination	unit	for	food	safety	control	
ICVV-CICSA

Mdeon	Board	of	Management

Multidisciplinary	Hormone	Unit

Provincial	medical	commissions	(with	FPS	Public	Health)

RECIP-E	Guidance	Committee	(electronic	prescription	in	the	
outpatient	sector)

The Consultation Platform Internal Control-Internal Audit is part of the CEOs.
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Legal context of the FAMHP

•	 Regulations governing organisation, functioning and activities of the FAMHP: visit www.fagg.be - www.afmps.be.
•	 New regulatory issues: laws, Royal Decrees (RD), Ministerial Decrees (MD) and circulars published in 2010.

Laws published in 2010

In 2010 no new laws governing the organisation, functioning and activities of the FAMHP were published..

Royal Decrees published in 2010

•	 RD of 13 June 2010 concerning amendments to the RD of 28 June 2009 concerning amendments to the RD of 4 April 1996 concerning the 
sampling, preparation, storage and provision of blood and blood derivatives of human origin.

•	 RD of 2 June 2010 for the implementation of Article 37, § 9, of the law concerning the compulsory insurance for health care and benefits, 
coordinated on 14 July 1994, concerning the conditions under which the compulsory insurance for health care and benefits bears the expenses 
for the delivery of human tissue material.

Ministerial Decrees published in 2010

In 2010 no MD governing the organisation, functioning and activities of the FAMHP were published.

Circulars sent in 2010

•	 22.12.2010: Circular 576 - Payment for applications for clinical trials.
•	 22.12.2010: Circular 575 + Appendix - Applications for clinical trials and submission of substantial amendments.
•	 22.12.2010: Circular 573 - Outstanding payments for the Ethics Committees (year 2008).
•	 28.10.2010: announcement 572 - To whom it may concern. Forwarding of information to the FAMHP “Contact point” for the implementation 

of the regulations concerning the fight against the excesses of the promotion of medicines and medical devices.
•	 16.09.2010: announcement - For the attention of veterinarians who administer and/or supply medicines to food-producing animals and need 

to take into account a waiting period. Announcement of the waiting periods for medicines for veterinary use on the FAMHP website.
•	 29.07.2010: Circular 571 - For the attention of holders of an MA, holders of an authorisation for wholesale in medicinal products, the 

wholesalers-distributors, the retail pharmacists and hospital pharmacists. The repeated unavailability of medicines: reminder of the 
pharmaceutical regulations.

•	 28.06.2010: information memo - For the attention of the managers of human tissue material of the institutions for human tissue material.
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•	 18.06.2010: Circular 570 - To the veterinarians who wish to exercise the right to hold a deposit for medicines for veterinary use. Notification 
of the deposit of medicines for veterinary use in accordance with the Law of 28 August 1991 concerning veterinary practice.

•	 21.05.2010: Circular 567 + appendices - To sponsors of clinical trials, to manufacturers of medicines for research purposes, to the 
directors-general and the heads of hospital departments. Production activities with medicines for research purposes.
 - Appendix 1: Definition early phase study
 - Appendix 2: GMP requirements for early phase trials
 - Appendix 3: Registration form

•	 12.05.2010: Circular 567 - For the attention of hospital pharmacists. Outsourcing of pharmacy made preparations - amendment of Circular 
514 of 1 April 2008.

•	 30.04.2010: Circular 568 - To holders of an authorisation for the marketing or registration of medicines. Publication of the PIL and SPC to 
the general public on the FAMHP website of medicines authorised and marketed in Belgium. In continuation of Circular 561 of 3 November 
2009.

•	 08.01.2010: Circular 566 - To the presidents of the Ethics Committees. Outstanding payments of the Ethics Committees (year 2007).
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Contact
some useful information
Federal Agency for Medicines 
and Health Products – FAMHP
Victor Hortaplein - Place Victor Horta 40/40
1060 Brussels
www.fagg.be - www.afmps.be

Reception (general)
tel. 00 32 2 524 80 00 (Open between 0800 and 1800)
fax 00 32 2 524 80 01
e-mail welcome@fagg-afmps.be

Secretariat of the Chief Executive Officer, Xavier De Cuyper
tel. 00 32 2 524 80 05
fax 00 32 2 524 80 03
e-mail management@fagg-afmps.be

Media contacts and external communication actions
Communication Division
fax 00 32 2 524 80 03
e-mail comm@fagg-afmps.be
Ann Eeckhout, spokesperson for the FAMHP and Responsible for 
the Communication Division
tel. 00 32 2 524 80 12
mobile 00 32 495 23 71 69

Webmaster
e-mail webmaster@fagg-afmps.be

Legal Affairs Division
e-mail ius@fagg-afmps.be

Research and development
e-mail ct.rd@fagg-afmps.be

Scientific-Technical Advice - STA
e-mail sta@fagg-afmps.be

Call centre Registration - MA
tel. 00 32 2 524 80 04
e-mail  registration@fagg-afmps.be

Medicines for Veterinary Use Division
e-mail infovet@fagg-afmps.be

Pharmacovigilance of medicines for human use
e-mail vig@fagg-afmps.be

Medical devices
e-mail meddev@fagg-afmps.be

Human tissue material
e-mail mch-mlm@fagg-afmps.be

Information about medicines and health products
e-mail info.medicines@fagg-afmps.be

Inspection and monitoring - General
e-mail inspection@fagg-afmps.be

Inspection and monitoring - Industry Division
e-mail industry@fagg-afmps.be

Inspection and monitoring – Dispensing Division (pharmacies)
e-mail pharmacy@fagg-afmps.be

Precursors
e-mail drugprecursor@fagg-afmps.be
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Colophon

Publication and distribution
Federal Agency for Medicines and Health Products - FAMHP
Communication Division
Eurostation II
Victor Hortaplein - Place Victor Horta 40/40
1060 Brussels
tel. 0032 2 524 80 12
fax 0032 2 524 80 03
e-mail comm@fagg-afmps.be
www.fagg.be - www.afmps.be

Person responsible for the publication
Xavier De Cuyper,
Chief Executive Officer of the FAMHP

Coordination
Communication Division of the FAMHP
e-mail comm@fagg-afmps.be

Translation
Translation Division of the FAMHP (Dutch, French)
CIBE public sector tailored communication (English)

Graphic design and production
CIBE public sector tailored communication
Gordunakaai 85
9000 Ghent
www.cibecommunicatie.be

Photography
•	 Communication Division of the FAMHP
•	 Benjamin Struelens, struelensbenjamin@me.com, www.

benjamin-s.com

This annual report is available in Dutch, French and English
The electronic version of this annual report 2010 is available on 
the FAMHP website (www.fagg.be - www.afmps.be)
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II 
varia-
tions

Type II variations are changes to a MA that do not 
include line extension, but may have a significant 
effect on the quality, safety or efficacy of the 
medicinal product

IA varia-
tions

Type IA variations are changes to a MA that have 
minimal or no effect on the quality, safety or efficacy 
of the medicinal product

IB varia-
tions

Type IB variations are all changes to a MA that are 
not defined as a type IA variation, a type II variation 
or a line extension, and that cannot have any 
significant effect on the quality, safety or efficacy of 
the medicinal product

A/H1N1v A new human virus of mixed genetic origin, being a 
reassortment of swine, avian and human influenza 
viruses. This virus was identified in Mexico at the 
end of March 2009

ADVAC Advanced Course of Vaccinology

AI Avian Influenza

APB The coordinating federation of the Belgian 
professional associations of independent retail 
pharmacies

API Active Pharmaceutical Ingredient

ASMF Active Substance Master File - File concerning the 
active ingredient only. It consists of an “open part” 
and a “closed part”. The “open part” can be part of 
a MA application or a variation to a MA

BAPCOC Belgian Antibiotic Policy Coordinating Committee

BCFI-
CBIP

Belgian Centre for Pharmacotherapeutic Information, 
non-profit association

BCGH-
CBPH

Belgian Centre for Pharmacovigilance for medicines 
for human use, within the FAMHP

BE Bioequivalence

BELVET-
SAC

Belgian Veterinary Surveillance of Antimicrobial 
Consumption - Consortium that has established 
surveillance in order to register the national 
consumption of antibiotics with animals

BRAS Belgian Regulatory Affairs Society

BT Blue Tongue – Viral disease found mainly in sheep

CDR Centrales de Distribution Régionales (Congo) - 
Regional Distribution Centers

CMD Certificate for Medical Device

CODA-
CERVA

Veterinary Agrochemical Research Centre

COI Conflict of Interest

CORAP Co-rapporteur

CP Centralised Procedure for MA
E.g. CP II ANA – Analytical type II variation
 CP II CLIN – Clinical type II variation
 CP FUM – Follow-up Measures
 CP NEW – New authorisation
 CP RQ – Five-yearly renewal
 CP X – Line extension

CT Clinical Trial

CTA Clinical Trial Application

CU Compassionate Use – intended for medicines with 
no MA

DCP Decentralised Procedure for MA

DHPC Direct Healthcare Professional Communication - 
Correspondence sent to healthcare professionals 
by pharmaceutical companies to inform them of 
possible risks

DPM Direction de la pharmacie et du médicament 
(CONGO) - Directorate of Pharmacy and Medicines

DRC Democratic Republic of Congo

eHealth Secure platform for electronic data exchange within 
the Belgian healthcare sector

EDQM European Directorate for the Quality of Medicines & 
HealthCare – European bureau (Council of Europe) 
for the evaluation of the quality of medicines and 
healthcare

Eudralex Collection of documents with European regulations 
concerning medicines

EudraVi-
gilance

Central EMA database including reports of adverse 
reactions of human and veterinary medicines 
approved within the EU,with data provided by 
European medicines authorities and pharmaceutical 
companies

FAMHP Federal Agency for Medicines and Health Products 
- FAGG-AFMPS

FANC-
AFCN

Federal Agency for Nuclear Control

Farmaka A non-profit association whose mission is to 
contribute, by means of research and projects, to the 
rational use of medicines and medical devices and 
to place this knowledge at the service of healthcare 
professionals, consumers and the competent 
authorities

FAVV-
AFSCA

Federal Food Agency

FDA American Food and Drug Administration

Fedict Federal Public Service for Information and 
Communication Technology

FMD Foot-and-mouth disease – Viral disease in cattle

G10 Group of industrial countries that have signed an 
agreement to provide loans to each other, and in 
exceptional circumstances to other countries as well, 
if the resources available to the IMF (International  
Monetary Fund) are deemed insufficient

HGR-CSS Superior Health Council

HMM Homeopathic Manufacturing Methods

IABG International Association of Biomedical Geronthology

IMP Investigational Medicinal Product

KCE Belgian Health Care Knowledge Centre

MA Marketing Authorisation

Mdeon A non-profit association, the common professional 
ethics platform set up by doctors’, pharmacists’, 
veterinarians’ and nurses’ associations and the 
pharmaceutical and medical devices industry 
associations

MeSeA Medicines electronic Submission and electronic 
Approval

MFK A non-profit association founded in 1998 by APB 
with the purpose of validating magistral prescription 
(pharmacy made preparations)

MHRA Medicines and Healthcare Products Regulatory 
Agency – The British medicines authority

MRP Mutual Recognition Procedure for MA

NAT Nucleic Acid Amplification Test – Blood test

NCA National competent authority

NOE National detection unit of the Belgian federal food 
agency

NP National procedure for MA

OPHACO Belgian professional association of cooperative retail 
pharmacies

PIC(/s) Pharmaceutical Inspection Convention (PIC) and the 
Pharmaceutical Inspection Co-operation Scheme 
(PIC/S) – International cooperation scheme for 
pharmaceutical inspections

PK Pharmacokinetics

RAP Rapporteur

RASH Regulatory Affairs Society for Homeopathics

Referral Arbitration procedure for MA

RIZIV-
INAMI

National institute for sickness and invalidity 
insurance

RQ Five-yearly renewal

SPC Summary of Product Characteristics

STA Scientific-Technical Advice

TADAM Pilot project to study the controlled use of injectable 
heroin

TMF-FTM Therapeutic Magistral Formularium

TOPRA The Organisation for Professionals in Regulatory 
Affairs

Unmet 
Need - 
Unmet 
Medical 
Need

Faster access to reimbursement of molecules for 
which the authorisation procedure is ongoing in 
function of their therapeutic importance, opportunity 
of access to a reimbursement “outside indication”

VHP Voluntary Harmonisation Procedure – A process 
anticipating the actual application, which provides 
sponsors with a guarantee that their applications 
for multinational clinical trials will be evaluated 
together and in a harmonised way by the member 
states involved

WHO World Health Organisation

WIV-ISP Scientific Institute of Public Health

LIST OF A NUMBER OF DEFINITIONS AND ABBREVIATIONS
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